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REPORTS 


TO THE READER 








About the Authors 


The “last official appearance” of for- 
mer Food and Drug Administrator Paul 
B. Dunbar was the occasion of the ad- 
dress reproduced in this month’s JOURNAL. 
It is his “Report from the Food and 
Drug Administration” to the annual 
conference of the Association of Food 
and Drug Officials of the United States, 
and was delivered just one week before 
his retirement, last May 31, from office 
as Administrator. 

Dr. Dunbar’s report is of progress in 
food and drug law enforcement from 
the time of his arrival in Washington in 
the summer of 1907 up until the present 
time. In view of his 44 years with the 
government in this enforcement field, 
he is most competent to measure the 





CORRECTION 


It is indeed an infrequent occurrence 
for a man to receive credit for an article 
he hasn’t written. But such was the case 
—at least with the title—of “Does the 
Act Need a New-Drug Section?” as 
Vincent A. Kleinfeld’s article was erro- 
neously captioned in the JoURNAL for 
July, 1951. 

The error was ours, resultant from 
an abundance of material on both the 
new-drug and new-chemicals sections 
coming to the editorial desk just before 
the July issue went to press. Mr. 
Kleinfeld’s article should have been 
titled “Does the Act Need a New- 
Chemical Section?”—as it appeared in 
the table of contents for the July number 
of the JOURNAL. 











pulse of American public opinion in 
such matters and to suggest to food 
industries the remedies that consumers 
want and need. 

A noted career employee of the Ad- 
ministration, Dr. Dunbar had filled the 
post of Administrator since 1944. He 
succeeded Walter G. Campbell, whose 
assistant he had been since 1927. 

Considering the shrinkage in pur- 
chasing power of the dollar this past 
decade, is the indicated trend toward 
imposition of heavier money fines un- 
der the penalty provisions of the Fed- 
eral Food, Drug, and Cosmetic Act a 
true indication of a stiffer attitude by 
the courts towards violators? Authors 
Francis E. McKay and Benjamin Frau- 
wirth answer “No,” and recommend 
that “the courts might well reassess 
their attitude with respect to imposi- 
tion of minimal financial penalties.” 
Messrs. McKay and Frauwirth are trial 
attorneys in the Office of the General 
Counsel, Food and Drug Division, of 
the Federal Security Agency. They have 
been associated with the Food and 
Drug Division for seven years. 

A Food Law Institute Fellowship 
student studying at New York Uni- 
versity for the last year, George E. 
Harding writes of the effect of the 
“causing” provision upon the jurisdic- 
tional limits of Section 301(a) of the Act. 
He interprets the limits, in his article, 
of technical legal action open to the 
FDA within its Congressional mandate. 

Mr. Harding has been granted a 
Master of Laws Degree (Trade Regu- 
lation) as a result of his studies. 
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In Congress 


Durham Bill—Majority and Minority 

Reports.— 

82p ConcreEss, Ist Session 

HOUSE OF REPRESENTATIVES 

Report No. 700 

AMENDING SECTION 503 (b) OF 
THE FEDERAL FOOD, DRUG, 

AND COSMETIC ACT 

Jury 16, 1951—Committed to the Com- 

mittee of the Whole House on 


the State of the Union and 
ordered to be _ printed 


Mr. WILLIAMS of Mississippi, from 
the Committee on Interstate and For- 
eign Commerce, submitted the following 


REPORT 
[To accompany H. R. 3298] 


The Committee on Interstate and 
Foreign Commerce, to whom was re- 
ferred the bill (H. R. 3298) to amend 
section 503 (b) of the Federal Food, 
Drug, and Cosmetic Act, having con- 
sidered the same, report favorably there- 
on with an amendment and recommend 
that the bill as amended do pass. 

The amendment is as follows: 

Strike out all after the enacting 
clause and insert the following: 

That subsection (b) of 
of the Federal Food, Drug, and Cos- 
metic Act, as amended, is amended 
to read as follows: 


section 503 


“(b) (1) A drug intended for use by 
man which— 

“(A) is a habit-forming drug _ to 
which section 502 (d) applies; or 

“(B) because of its toxicity or other 
potentiality for harmful effect, or the 
method of its use, or the collateral mea- 
sures necessary to its use, has been 
determined by the Administrator, on 
the basis of opinions generally held 


among experts qualified by scientific 
training and experience to evaluate the 
safety and efficacy of such drug (and, 
where a public hearing is required by 
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paragraph (5), on the basis of evidence 
adduced at such hearing by such ex- 
perts), to be safe and efficacious for 
use only after professional diagnosis 
by, or under the supervision of, a prac- 
titioner licensed by law to administer 
such drug; or 


“(C) is limited by an effective appli- 
cation under section 505 to use under 
the professional supervision of a prac- 
titioner licensed by law to administer 
such drug, 


shall be dispensed only (i) upon a 
written prescription of a practitioner 
licensed by law to administer such 
drug, or (ii) upon an oral prescription 
of such practitioner which is reduced 
promptly to writing and filed by the 
pharmacist, or (iii) by refilling any 
such written or oral prescription if such 
refilling is authorized by the prescriber 
either in the original prescription or by 
oral order which is reduced promptly 
to writing and filed by the pharmacist. 
The act of dispensing a drug contrary 
to the provisions of this paragraph shall 
be deemed to be an act which results 
in the drug being misbranded while 
held for sale. 


“(2) Any drug dispensed by filling 
or refilling a written or oral prescrip- 
tion of a practitioner licensed by law 
to administer such drug shall be ex- 
empt from the requirements of section 
502, except paragraphs (a), (i) (2) and 
(3), (k), and (1), and the packaging 
requirements of paragraphs (g) and 
(h), if the drug bears a label contain- 
ing the name and address of the dis- 
penser, the serial number and date of 
the prescription or of its filling, the 
name of the prescriber, and, if stated 
in the prescription, the name of the 
patient, and the directions for use and 
cautionary statements, if any, contained 
in such prescription. This exemption 
shall not apply to any drug dispensed 
in the course of the conduct of a busi- 
ness of dispensing drugs pursuant to 
diagnosis by mail or otherwise without 
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examination of the patient or to a drug 
dispensed in violation of paragraph (1) 
of this subsection. 


“(3) The Administrator may by regu- 
lation remove drugs subject to section 
502 (d) and section 505 from the re- 
quirements of paragraph (1) of this 
subsection when such requirements are 
not necessary for the protection of the 
public health. 


“(4) A drug which is subject to para- 
graph (1) of this subsection shall be 
deemed to be misbranded if at any time 
prior to dispensing its label fails to 
bear the statement ‘Caution: Federal 
law prohibits dispensing without pre- 
scription’. A drug to which paragraph 
(1) of this subsection does not apply 
shall be deemed to be misbranded if 
at any time prior to dispensing its label 
bears the caution statement quoted in 
the preceding sentence or any other 
statement which represents or implies 
that the dispensing of the drug without 
the prescription of a licensed practi- 
tioner is prohibited. 


“(5) Any interested person may file 
with the Administrator a petition pro- 
posing the making of a determination, 
or the modification of a determination 
made or proposed to be made, by the 
Administrator pursuant to subparagraph 
(B) of paragraph (1). The filing of a 
petition for the purpose of opposing 
a proposed determination that a drug 
is one to which such subparagraph (B) 
applies shall stay the operation of para- 
graph (1) with respect to such drug 
until a petition for judicial review can 
be filed and interim relief sought under 
section 10 (d) of the Administrative 
Procedure Act. The petition shall set 
forth in general terms the proposal 
contained therein, and shall state rea- 
sonable grounds therefor. The Admin- 
istrator shall give public notice of the 
proposal made in the petition and shall 
give to all interested persons a reason- 
able opportunity to present their views 
thereon, orally or in writing, and as 
soon as practicable thereafter shall 
make public his action on the pro- 
posal. At any time prior to the thirtieth 
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day after such action is made public, 
any interested person may file with 
the Administrator objections to such 
action, specifying with particularity the 
changes proposed, stating reasonable 
grounds therefor, and requesting a pub- 
lic hearing for the taking of evidence 
of experts who are qualified by scientific 
training and experience to testify on 
the question of whether the drug in 
question is safe and efficacious for use 
only after professional diagnosis by, 
or under the supervision of, a practi- 
tioner licensed by law to administer 
such drug. The Administrator shall 
thereupon, after appropriate notice, hold 
such public hearing. As soon as prac- 
ticable after the hearing, the Admin- 
istrator shall make his determination 
and issue an appropriate order. The 
Administrator shall make his order only 
after a review of the whole record and 
in accordance with the reliable, proba- 
tive, and substantial evidence, and shall 
make detailed findings of the facts on 
which he based his order. Such order 
shall be subject to judicial review in 
accordance with the provisions of sec- 
tion 701 (f) and (g). 


“(6) Nothing in this subsection shall 
be construed to relieve any person from 
any requirement prescribed by or under 
authority of law with respect to drugs 
now included or which may hereafter 
be included within the classification 
stated in section 3220 of the Internal 
Revenue Code (26 U. S. C. 3220), or 
to marihuana as defined in section 
3238 (b) of the Internal Revenue Code 
(26 U. S. C. 3238 (b)).” 

Sec. 2. The provisions of this Act 
shall take effect six months after the 
date of its enactment. 


What the Bill Does 


This bill amends the Federal Food, 
Drug, and Cosmetic Act to accomplish 
two broad objectives: 

(1) To strengthen the protection of 
the public health against dangerous 
abuses in the sale of potent prescription 
drugs; 
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(2) To relieve retail druggists and 
the public from burdensome and un- 
necessary restrictions on the dispensing 
of drugs which may be safely used 
without supervision by a physician. 


The bill does this by placing in the 
Federal Food, Drug, and Cosmetic Act 
express provisions which will eliminate 
confusion and _ dissatisfaction which 
exist under the present rather general 
provisions dealing with the labeling and 
dispensing of drugs which may be sold 
only on prescription and drugs which 
may be sold over the counter. 


The bill, as amended, is designed to 
solve these labeling and dispensing prob- 
lems in the following ways: 


1. By providing for a clear-cut meth- 
od of distinguishing between “prescrip- 
tion” drugs (that is, drugs which are 
not suitable for self-medication because 
they should be used only under the 
supervision of a physician, and which 
therefore should be dispensed only on 
prescription) and “over-the-counter” 
drugs (that is, drugs which are suitable 
for self-medication, and which there- 
fore should be permitted to be dis- 
pensed freely “over-the-counter”), and 
by requiring that drugs be so labeled 
as to indicate to the retail druggist and 
to the general public into which of 
these two classes they fall. 

Under the present law, and the regu- 
lations issued thereunder, the _ initial 
responsibility is upon the manufacturer 
to decide whether his drug is unsuit- 
able for self-medication and therefore 
must be labeled with a caution legend 
(that is, a warning that the drug in 
question may be dispensed only by or 
on prescription of a physician) and 
may be sold only on prescription, or 
whether his drug is suitable for self- 
medication and therefore must be labeled 
with adequate directions for use and 
may be sold freely over the counter. 
Lack of uniformity .among manufac- 
turers in interpreting the present law 
and regulations has led to great con- 
fusion in the labeling of drugs for pre- 
scription sale and for over-the-counter 
sale. 
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2. By expressly setting forth in the 
statute the restrictions applicable to 
the dispensing of “prescription” drugs. 


At present the restrictions on dis- 
pensing “prescription” drugs are not 
specifically stated in the statute. As 
hereafter explained, they result from 
conditions which have been imposed by 
the Federal Security Administrator in 
connection with certain exemptions 
which he is authorized to grant under 
the present law. 


3. By authorizing the filling and re- 
filling of telephone prescriptions under 
appropriate safeguards. 

The present law recognizes written 
and signed prescriptions only, in com- 
plete disregard of the need for the use 
of the telephone in prescribing medicines. 

4. By specifying in detail the condi- 
tions under which pharmacists may 
refill prescriptions. 

Under the present law no prescrip- 
tion may be lawfully refilled unless 
refilling is specifically authorized in 
writing by the prescribing physician. 
This makes it unlawful for the phar- 
macist to refill prescriptions without 
written authorization even for drugs 
which are suitable for self-medication 
The bill would permit the refilling of 
prescriptions for such drugs without 
authorization from the physician. How- 
ever, in the case of dangerous drugs, 
habit-forming drugs, and new drugs 
which are limited to use under medical 
supervision, it would prohibit refilling 
unless the prescribing physician specif- 
ically authorizes the refill. 


Committee Hearings 


The committee held extensive hear- 
ings on this bill. The testimony amply 
supports the conclusion that legislation 
is urgently needed and it is believed 
that the provisions of the bill, as 
amended, will further the protection 
of the public health by meeting the 
complex problems which were brought 
to the committee’s attention in the 
hearings. 

(Continued on page 613) 
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PAUL B. DUNBAR’S 


Report from the Food and Drug 


Administration 
Presented at the Fifty-fifth Annual Conference of 
the Association of Food and Drug Officials of the 
United States, at Philadelphia, on May 24, 1951 


HIS will be my last official appearance before this association. 

Perhaps it will be permissible to forego my customary review of 
events in the Food and Drug Administration during the past year and 
talk instead about the developments in the field of food and drug en- 
forcement as I have observed them since 1907. 

It doesn’t seem possible that 44 years have passed since I alighted 
from the train at the old Pennsylvania Station on the Mall in Washing- 
ton, on a typical steamy July day (it was July 29), and reported at 
the old Bureau of Chemistry building at 14th and B Streets, S. W. 
Closely packed in that little four-story-and-basement building were the 
laboratories of the Bureau of Chemistry, as well as most of the execu- 
tive offices. The dominant figure was Dr. Harvey W. Wiley, who was 
just then beginning the task of enforcing the Food and Drugs Act 
of June 30, 1906. The passage of that law was in every respect a per- 
sonal triumph of a fighting crusader. 

[ realize now that most of Dr. Wiley’s enthusiastic subordinates 
were amateurs in law enforcement. A few had had previous regula- 
tory experience with state enforcement agencies, which had. pioneered 
in this field before the passage of the federal statute. 
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Paul B. Dunbar Recently Retired 
as Food and Drug Administrator 











Outstanding among these were men like Walter G. Campbell, who 
had been associated with the Kentucky state enforcement work. He 
was promptly designated as Chief Inspector when he reported with 
the first group of food and drug inspectors. I do not need to tell 
you how fortunate it was that Dr. Wiley immediately recognized 
Campbell’s outstanding ability. To Campbell belongs® the greatest 
share of credit for the systematic organization of food law enforce- 
ment at the federal level. He served in a guiding position for many 
years until his retirement as Food and Drug Commissioner in 1944, 
and still maintains his keen interest in enforcement matters. 

While this association is today holding its fifty-fifth annual con- 
ference, cooperation between state and federal enforcement authorities 
was at a low ebb in 1907. During the 44 years, we have witnessed 
the development of food and drug inspection and enforcement from a 
disorganized and hit-or-miss procedure to what rates almost as a 
science. We have seen, too, the development of cooperation among 
state, local and federal authorities as an accepted doctrine. There is 
no better place in my talk than this to express to you my respect for 
this organization, my appreciation of the friendships which I have 
formed among you and my gratitude for the spirit of teamwork which 
becomes increasingly manifest as the years go on. I know that this 
teamwork will continue under my successor. 


Growth of State Cooperation 


When Mr. Campbell made his final address before this associa- 
tion in 1944, he deplored the fact that after 36 years there was still a 
great lack of uniformity between the food and drug laws of the various 
states. Recent developments encourage the belief that this situation 
is improving and that the time is not too far distant when most states 
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will have effective and uniform statutes. This is not the time, how- 
ever, to relax your efforts in that direction. 


The federal Act of 1906 had incalculable public value, but as time 
passed it became outmoded in some respects. After five years of legis- 
lative consideration by Congress the Act of June 25, 1938, was passed. 
Since then Congress has been reactive to and sympathetic with sound 
proposals for the amendment of the statute to meet changing condi- 
tions and has been alert to beat down efforts at emasculating amend- 
ments. The law is recognized in Congress as a nonpolitical measure 
entitled to the serious and impartial consideration of thoughtful legis- 
lators. I am continually impressed, in appearances before appropria- 
tions committees, as well as committees of the House and Senate 
dealing with various phases of the food and drug law including both 
appropriations and new legislation, with the sincere, earnest and states- 
manlike consideration given to such matters by committee members. 
Any citizen who has the privilege, as I have had, of observing the 
deliberation of these committees would have a renewed respect for the 
Congress of the United States and for the form of government under 
which we live. These men are not the headline hunters; they are the 
serious-minded, patriotic Americans who are seeking earnestly for the 
best legislative approach to controls which aré of vast importance to 
150 million people. 


Expansion of Field Under 1938 Act 

The Food, Drug, and Cosmetic Act of 1938, as vou well know, 
expanded the field to be covered and provided some new and out- 
standingly important control measures. From the standpoint of the 
cleanliness of our food supplies, nothing transcends in importance 
the provision that a food is adulterated if prepared, packed or held under 
insanitary conditions whereby it may have become contaminated with 
filth. That brief provision is responsible for a vast improvement in 
the sanitary conditions of our food factories and storage plants. The 
importance of sound sanitation was early recognized by some leaders 
in the food industry. The new language has forced all manufacturers 
to apply principles of good housekeeping. It has made it possible for 
associations of food manufacturers to set up their own sanitary polic- 
ing programs as a supplement to the efforts of the enforcing authorities. 


Today this joint effort, representing the combined activities of federal, 
state and local authorities, and the industries themselves, makes it 
possible for us to say without equivocation that we have the finest, 
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cleanest and purest food supply of any nation on the globe. I say this 
deliberately, notwithstanding the wailings of certain self-appointed 
consumer protective agencies which would have the public believe 
that the integrity of their food supply is menaced and debased through 
the acts of industry and the negligence of government. 


Definitions and Standards for Foods 


Another essential provision in the Act of 1938 is that authorizing 
the establishment, after proper hearings, of definitions and standards 
for foods. Without such standards, enforcement becomes very much 
of a hit-or-miss proposition. Congress defined certain acts, like the 
removal of a valuable constituent, as adulteration. Without some 
standard of reference, the application of these provisions of the law 
becomes an extremely difficult task. Despite the importance of the 
standard-making authority (and the task is admittedly complex and 
time-consuming) the Food and Drug Administration has recently been 
confronted with what amounts to a consumer rebellion in some quar- 
ters because it has steadfastly refused to exceed its authority and 
depart from its legal responsibilities in the establishment of a standard 
for bread. 

I am confining myself to these two provisions, of the many val- 
uable ones in the present law, because in what follows I want to deal 
entirely with foods. Under the Act of 1938 and comparable state 
statutes, we have seen the elimination of the obvious forms of mis- 
branding, and even of obvious forms of adulteration. The bulk of our 
food manufacturers are law-abiding citizens. Even if they were other- 
wise disposed, it would be the height of folly for them to supply their 
markets with poisonous, dangerous, adulterated or dishonest foods. 
Theirs is not the fly-by-night type of business which anticipates a 
quick profit and a quick getaway. They and their families consume 
the foods they produce. Yet there are certain self-proclaimed consumer 
guardian groups who studiously promote the idea that food manu- 
facturers are leagued together with no object in view except to damage 
the American public, and that in this they have the connivance of the 
enforcing authorities. 

Human nature being what it is, there will always be some outlaws 
—people whose object is to prey on their fellowmen. Today a new 
group of these parasites seems to be developing. Perhaps they have 
a vitamin-mineral mixture to promote, perhaps a pseudoscientific book 


or “course in nutrition.” 
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Recognition of Vitamin-Mineral Mixtures 


Vitamin-mineral mixtures have their place. They are, in fact, 
recognized under the special dietary food section of the Food, Drug, 
and Cosmetic Act. If labeled honestly, as required by the regulation, 
their distribution is not contrary to public interest. But where their 
sale is promoted by representations, through various and sundry means, 
that our food supply is debased and adulterated and that our only sal- 
vation is to rely on peculiar and sometimes unpalatable mixtures, a 
vicious imposition on the public occurs. 

As far back as any of us can remember we have had nutritional 
zealots among us—some sincere, some with something to sell, many 
of them crackpots. They all acquired a following. In contrast to the 
cranks and nostrum vendors we had competent nutritionists who 
clearly perceived that there were nutritional areas that needed atten- 
tion, and so there developed sound nutritional advances, like the in- 
corporation of vitamin D in milk and the enrichment of flour and other 
cereal products with vitamins and minerals. In passing, let me point 
out that these are in truth chemical additives to food, and yet the 
addition of these chemical additives was definitely in the public interest. 


Nutritional Quacks and Scare Technique 


Unfortunately, in their well-founded enthusiasm for worthwhile 
improvements in our food supply, some nutritionists oversold the lay 
public on the idea that the food of the Nation as a whole has seriously 
deteriorated in nutritive value. This provided an excellent background 
for the food faddists or cultists who have something to sell. They 
have adroitly used perfectly valid scientific quotations, frequently 
lifted out of context, which impress the public with the idea that this 
country is on the verge of nutritional disaster and that its only hope is 
to adopt the particular way of salvation the nutritional quack has to 
offer. Many of them use the radio to promote their wares. There is 
a class of radio listeners, I am afraid, who have a profound conviction 
that anything heard over the radio must be literally true. They do not 
stop to consider the commercial motives behind these broadcasts. 


For the nutritional quack it is only a short step from the notion 
that our food supply is debased to the conclusion that the food industry 
is deliberately accomplishing this by excessive refinement and by the 
use of dangerous chemical additives, that our soil is being depleted by 
the misuse of fertilizer so that foods grown thereon are no longer of 
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optimum nutritional quality, and that we enforcement authorities are 
encouraging these predatory interests against the welfare of the public, 
that we have sold our honor and are no longer concerned with the 
welfare of the consumer. 


One Broadcaster’s Thesis 

Typical of the scare technique I am talking about is the campaign 
of one broadcaster in a large metropolitan area. His thesis is that 
through ultra refinement in manufacture and through soil starvation 
our food supply has reached a point where it can no longer maintain 
health and strength. Specifically, he charges that the Food and Drug 
Administration, by proposing to define white bread in terms of what 
the consumer conventionally expects it to be, has put a top ceiling on 
nutritive qualities which can only be obtained by the incorporation of 
quantities of such ingredients as soy flour, dried skim milk, wheat 
germ. Nobody denies, so far as I am aware, that such ingredients 
have nutritive value and, if incorporated in proper amounts, would 
increase the nutritive value of the food. If the public wants this kind 
of bread there is no reason why they shouldn’t have it, but it seems 
axiomatic that the purchaser should be able to distinguish it by label 
from conventional white bread. 


This broadcaster first alarms his listeners by a dolorous tale of 
the nutritional deficiencies of our food supply, attacks enforcement 
authorities for their negligence, and then offers salvation by way of 
suggesting the purchase of various products he personally is advertis- 
ing. This kind of advertising propaganda isn’t unimportant. It seems 
to be persuasive, if we can judge by indignant letters we are receiving, 
attacking the integrity of the Food and Drug Administration and the 


food industry. 


Nonpartisan Attitude of Food and Drug Agencies 


Food and drug laws know no politics. As I have pointed out, the 
Congress and, I have no doubt, state legislatures have approached the 
problem of sound food and drug legislation from a nonpartisan stand- 
point—and yet we federal, state and local enforcement agencies are 
suffering from a condition all too common in this country today—that 
is, a gradual development throughout the boundaries of our nation of 
a distrust in the integrity of the constituted authorities. The public 
does not know that the mass of our workers are career people who hold 
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their positions because of technical attainments, without regard to 
political party, that they are concerned wholly with doing a painstak- 
ing and sincere job, regardless of what political party is in office. In 
such an atmosphere the nutritional quacks, the food faddists and the 
cultists find a fertile soil for their preachments. The public pays the bill. 


The question is: What can we, as enforcement officials, do about 
it? What can the food industry do about it? The scientist, hav- 
ing due respect for the limitations of scientific knowledge, must 
be restrained. He must qualify his statements. He cannot at- 
tempt to offset misinformation by forthright and simple responses. 
Nevertheless, it seems to me there are a number of things that 
we, as food officials, can do to set this situation in proper per- 
spective. We can accept every opportunity to talk to intelligent con- 
sumer groups, to tell them what the food law enforcement authorities 
are doing to protect them, to point out the fallacies in some of the 
ravings of the food cultists. We can point out that the food law 
official has nothing to gain by deceiving the consumer. He is not en- 
gaged in the job of vending foods and vitamins. He is merely trying 
to protect the consumer—his own family, if you please—from fraud 
and deceptions by cheats. 


I am satisfied that the food industry itself can do something in 
this respect. I have noted, for instance, the recent advertisements 
quoting outstanding scientific authorities in praise of the bread-enrich- 
ment program. I am afraid, however, that these statements are couched 
in such restrained and highbrow language as not to reach the very 


audience they ought to impress. 


Concerns and Beliefs of Consumers 
Certain things appear obvious. First, the entire American public 
is vitally concerned about the purity of its food supply; not only 
does it want freedom from positively or potentially harmful substances, 
but it is concerned about deficiencies in what it believes to be essential 


nutritional ingredients. 


Second, a growing number of consumers, egged on by nutritional 
quacks who are masters in the use of scientific information to reach a 
false conclusion, believe that the food industry is interested solely in 
immediate profit; is brutally reducing the nutritional standards of the 
people ; and is permitted to do so by the inaction of government. 
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Third, a growing number of consumers seem to believe that not 
only are food products being debased by overrefinement but that 
dangerous chemicals are being added with a callous disregard of human 
health. Part of this apprehension is undoubtedly due to the publica- 
tion of partial reports of the testimony presented to the Delaney 
Committee—testimony which accurately stated that many hundreds of 
different types of chemicals have been suggested from time to time for 
use in foods. This has been misinterpreted by the careless reader as 
meaning that this number of chemicals is being employed. There are, 
of course, some authentic cases where dangerous substances have been 
employed by manufacturers after very cursory efforts to learn in ad- 
vance whether they are safe. Such instances have been promptly and 
drastically dealt with under our laws. We know, however, that the 
food industry in general is aware of its obligations and takes adequate 
precautions to undertake suitable toxicological studies before using 
any chemical substance in food. But does the consuming public 


know it? 


Suggestions to Food Industries 


I have suggested to the food industries that a critical situation 
confronts them and that: 

(1) They should re-examine their own present ideas as to what 
consumers want and find out what they really do want. Perhaps 
they don’t want bread to be made from bleached flour. Perhaps they 
don’t want emulsifiers, even if they make a more uniform product. 

(2) They should revise, where necessary, their production prac- 
tices to meet consumer demand. 

(3) They should take steps to maintain consumer confidence in 
the American food supply by an educational campaign to counteract 
the false teachings of nutritional quacks. 

(4) They should support sound legislation to prevent the use in 
foods of chemicals which are untested for safety or which serve no 


definitely useful purpose. 


The food industry is not alone in its obligation to meet this prob- 
lem, as I pointed out earlier. We, as food officials, can likewise do 
much to restore public confidence by presenting our work, and the 
philosophy back of our work, to consumer groups in a correct and 


illuminating way. 





The Penalty Provisions 


OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT 


By FRANCIS E. McKAY and BENJAMIN FRAUWIRTH 


Financial Penalties Have Not Kept Pace with the Times 


ROM THE STANDPOINT of the consumer whose health and life 

may be endangered by the distribution of adulterated and mis- 
branded foods and drugs, such practice has ever been a serious one, 
meriting the imposition of a penalty which would effectively dis- 
courage its continuance. It was not, however, until 1906, with the 
enactment of the Food and Drugs Act, that the interstate shipment 
of adulterated and misbranded foods and drugs was prohibited and 
criminal penalties provided. That act afforded to consumers a great 
measure of protection, but in the years that followed its enactment it 
became evident that its criminal penalties were not great enough to 
deter those fringe operators of the industry from commission of the 
prohibited acts. 


Under the Food and Drugs Act of 1906 the penalty for the inter- 
state shipment of adulterated and misbranded foods and drugs was 
limited in the case of a first offense to a fine not exceeding $200. As 
to convictions for a subsequent offense, the penalty was limited to 
a fine not exceeding $300 or imprisonment for not more than one 
year, or both. As a consequence, willful violators could afford to 
ignore their obligations under the law and treat the occasional small 
fine imposed as an inexpensive license fee for the conduct of their 
illicit business. In its annual report for the fiscal year 1931 the Food 
and Drug Administration called attention to this and recommended 
that the penalties provided under the law be measurably increased.’ 





The Views Expressed in This Article Are Those of the Writers, and Are Not 
Intended to Represent the Official Position of the Federal Security Agency 





1 Federal Food, Drug, and Cosmetic Law Law Institute Series) (Commerce Clearing 
Administrative Reports, 1907-1949 (Food House, Inc., Chicago, 1951), p. 742. 
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The inadequacy of the penalty provisions of the act in relation 
to the seriousness of the offense became especially apparent upon the 
conviction in December, 1931, and during the year 1932, of the 
notorious “ginger jake” peddlers. The attention of the Food and Drug 
Administration was directed to the activities of these peddlers as the 
result of the receipt of reports of hundreds of cases of paralysis result- 
ing from the consumption of poisonous Jamaica ginger. Most of the 
victims had used the product as an intoxicant. Intensive investigation 
was conducted with the result that the corporation and the two 
individuals responsible for the original manufacture and distribution 
of the poisonous ginger were located and charged with conspiring to 
violate the Food and Drugs Act and the Prohibition Act. In addition, 
the same defendants and seven other secondary interstate distributors 
of the poisonous ginger were criminally prosecuted with respect to 
interstate shipment of the ginger in violation of the Food and Drugs Act. 


Upon the entry of pleas of guilty in each of the cases, the court 
imposed sentences—which were suspended—of two years in prison 
on each individual defendant in the conspiracy case and a fine of $1,000 
on the corporation. Subsequently the suspension of the prison sen- 
tence against one of the individuals was revoked. In marked contrast 
to those sentences, the defendants in the prosecutions under the Food 
and Drugs Act received fines ranging from $1 to $100. 


A further case involving the interstate distribution of a poisonous 
imitation of extract of Jamaica ginger by another group of manu- 
facturers and distributors was also investigated. The evidence obtained 
was such as to show that a conspiracy had existed among three of 
the men to ship such product. Accordingly, since the penalties for 
violation of the conspiracy statute were much greater than those under 
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the Food and Drugs Act? it was decided to base the criminal prosecu- 
tion upon the conspiracy charge. Thereafter, the three men involved 
in the conspiracy were convicted and were given jail sentences ranging 
from 17 to 20 months. Two of the men were also fined $2,500 cach. 


Fight for Higher Penalties 


The first positive action towards amending the penalty provision 
of the Food and Drugs Act consisted in the introduction in the fiscal 
year 1932 of a bill in Congress to provide for higher penalties. This bill 
failed to pass. However, the fight for higher penalties was not ended. 
The next year it entered a new phase with the introduction in the 
Senate of S. 1944, providing for a complete revision of the Food and 
Drugs Act.*. Among many other things the bill provided that any 
person upon conviction for any act prohibited thereunder should be 
subject to imprisonment for not more than one year, or a fine of not 
less than $100 nor more than $1,000, or both such imprisonment and 
fine; and for a second or subsequent offense, imprisonment for not 
more than two years or a fine of not less than $500 nor more than 
$3,000, or both such imprisonment and fine; and in case of a willful 
offense, the penalty should be imprisonment for not less than six 
months nor more than three years or a fine of not less than $1,000 nor 
more than $10,000, or both such imprisonment and fine. 


The legislative history of this bill, and of those following, which 
led to the enactment of the Federal Food, Drug, and Cosmetic Act 





718 USC Sec. 88 (1946 Ed.). It is to be shall not exceed the maximum punishment 


noted that this section has been subse- provided for such misdemeanor. 18 
quently amended to provide that if the USC Sec. 371 (1946 Ed.) (Supplement III). 
offense, the commission of which is the * Dunn, Federal Food, Drug, and Cos- 


object of the conspiracy, is a misdemeanor metic Act (1938), pp. 37, 46. 
only, the punishment for such conspiracy 
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of 1938, discloses little controversy over the need for higher penalties. 
This need was made clear in the testimony of Walter G. Campbell, 
then Chief of the Food and Drug Administration, before the Senate 
Committee on Commerce, in which he stated, with respect to the 
penalties of the Food and Drugs Act of 1906, that “these penalties are 
so ridiculously small that they are in a practical way disregarded. The 
existence of more severe penalties will make the manufacturer more 
conscious of his obligations to the consumer, more careful in the 
preparation of food and drug products for others.”* In accord with 
this view are the reports of the Senate Committee on Commerce.® 
Also, Mr. Lea, of the House Committee on Interstate and Foreign 
Commerce, indicated in debate in the House that higher penalties were 
thought to be justified in view of the change in conditions since 1906.® 


In regard to the proposed minimum penalty provisions it appears 
that considerable difference of opinion arose. Testimony in support of 
the retention of such provisions was given by Mr. Campbell in which 
it was pointed out that one of the troubles experienced in securing 
compliance with the Act was the fact that the courts too frequently 
imposed fines ranging from one cent to five or ten dollars.? An 
example was cited where a one-cent fine was imposed in the case of 
a worthless nostrum labeled for “Rheumatism, diabetes, dropsy, heart 
failure and other fatal ailments.” The Senate committee did not 
accept this view, for in reporting out the bill it proposed the adoption 
of an amendment to strike the minimum penalty provision contained 
in the bill.* This amendment was subsequently adopted. The Senate 
committee in its report on the bill stated that “the courts may, of 
course, be relied upon to adjust the penalties to the degree of serious- 
ness of the respective offenses.” ® The House committee concurred 
in this view.’® With this action the fight for minimum penalties was 
lost. However, the heavier maximum penalties were retained in the 
enactment of the Federal Food, Drug, and Cosmetic Act. 


Act's Penalty Provisions 


The penalty provisions of the new Act’! provide that any person 
who violates any of the provisions of Section 301 ** shall on conviction 





* Dunn, work cited at footnote 3, at pp. ’ Dunn, work cited at footnote 3, at p. 
1101-1102. 338. 

5 Dunn, work cited at footnote 3, at pp. * Dunn, work cited at footnote 3, at pp. 
128-129, 261. 261, 487. 

* Dunn, work cited at footnote 3, at p. #” Dunn, work cited at footnote 3, at pp. 
849. 512, 544. 

7 Dunn, work cited at footnote 3, at p. 1 21 USC Sec. 333(a) and (b). 


1208. #2 21 USC Sec. 331. 
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be subject to imprisonment for not more than one year or a fine of not 
more than $1,000, or both, and that if the violation is committed after 
a conviction of such person under the Act has become final, such 
person shall be subject to imprisonment for not more than three years 
or a fine of not more than $10,000, or both such imprisonment and fine. 
It is further provided that, in case of a violation of any of the pro- 
visions of Section 301 with intent to defraud and mislead, the penalty 
shall be imprisonment for not more than three years, or a fine of not 
more than $10,000, or both such imprisonment and fine. 


By virtue of the provisions of the Federal Probation Act ** passed 
in 1925, the federal courts are not restricted in the exercise of their 
sentencing power solely to the imposition of fines or imprisonment, 
but, in their discretion, may suspend the imposition or execution of 
sentence and place the defendant on probation. The probation may be 
for any period not to exceed five years and upon such terms and con- 
ditions as the courts may deem best. In cases under the Federal 
Food, Drug, and Cosmetic Act, the courts have conditioned the proba- 
tion not only upon compliance with all laws in general but also upon 
the performance by the defendants, where warranted, of such specific 
acts as cleaning up their business premises, instituting proper control 
procedures or, in the extreme case, of discontinuing altogether the 
operation of the business involved. In this way the courts have been 
able to discourage the repetition of offenses. 


Violation of Probation Conditions 


If the probationer violates the conditions of his probation the 
court may revoke the probation and require him to serve the sentence 
imposed or any lesser sentence and, if imposition of sentence was 
suspended, may impose any sentence which might originally have 
been imposed. The proceeding in the case of a revocation of probation 
is not a formal proceeding and proof sufficient to support a criminal 
conviction is not required to support a judge’s discretionary order re- 
voking probation. It is enough if the evidence and facts are such as 
reasonably to satisfy the judge that the conduct of the probationer has 
not been as good as required by the conditions of probation." 


Questions of construction in regard to the application of the 
penalty provisions of the Act have received attention of the courts 
in a number of cases. One of the earliest of such cases involved the 





318 USC Sec. 724. 4% Manning v. U. 8., 161 F. (2d) 827 
(CCA-5, 1947). 
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word “person” in reference to an officer of a corporation.’® It was 
argued for the defendant, who was a corporate officer, that the statute 
was aimed only at the punishment of the principal and not at the 
punishment of an agent who, in good faith and in ignorance of the 
adulteration or misbranding, takes part in an interstate shipment of 
food or drugs. The United States Supreme Court concluded, how- 
ever, that Congress did not intend to relieve from criminal liability 
the individual agents of a corporation. It was held that when a cor- 
poration commits an offense under Section 301 of the Act all persons 
who aid and abet its commission are equally guilty. In other words, 
as the Court stated, the offense is committed by all who have a re- 
sponsible share in the furtherance of the transaction which the statute 
outlaws. 

The question of whether the word “person” in the penalty provi- 
sions applies to a partnership so that prosecution of the partnership 
as such may be had is one of particular interest in view of the old 
common-law rule that a partnership cannot be regarded as a legal 
entity. There has been no reported decision on this question under 
the instant Act, but the matter has been discussed by the courts in 
analogous situations and the conclusion reached that a partnership 
may be prosecuted as a legal entity in the federal courts when the 
statute on which the proceeding is based so provides.”® 

With respect to the Federal Food, Drug, and Cosmetic Act, Sec- 
tion 201 (e) 7” defines the word “person” to include “individual, part- 
nership, corporation and association.” Section 301** lists the acts 
which are prohibited by the statute. Section 303 (a) ?® provides that 
“Any person who violates any of the provisions of Section 301 shall 
be guilty of a misdemeanor. ” (Italics supplied.) It appears that 
the Act thus clearly indicates that partnerships are among the “persons” 
who may be prosecuted for the commission of a crime thereunder.” 





%U. §S. v. Dotterweich, 320 U. S. 277 nerships and corporations - ; unless the 
(1943). context shows that such words were in- 
*U. S. v. Adams Express Company, 229 tended to be used in a. more limited 


U. S. 331, 390 (1913); Accord, Brown v. sense.’’ It is to be noted, also, that there 
U. 8., 276 U. S. 134, 141 (1928); Levin are many federal statutes imposing crim- 
et al. v. U. 8., 5 F. (2d) 598, 603 (CCA-9, inal responsibility which, as in the case of 


1925), cert. den. 269 U. S. 562. » the Federal Food, Drug, and Cosmetic Act, 
17 21 USC Sec. 321(e). define ‘‘person’’ to include partnerships 
18 21 USC Sec. 331. and thereby subject partnerships as such 
% 21 USC Sec. 333(a). to prosecution. See Fair Labor Standards 


* The general rules of construction laid Act (1938), 29 USC Sec. 203(a):; National 
down by Congress are pertinent in this Labor Relations Act, 29 USC Sec. 152(1); 
connection. 1 USC Sec. 1 provides that ‘‘In Packers and Stockyards Act, 7 USC Sec. 
determining the meaning of any Act or 182(1); Internal Revenue Code, 26 USC Sec. 
resolution of Congress, passed subsequent 3797(a)(1);: Narcotics Drug Law, 21 
to February 23, 1871 ... the word ‘per- USC Sec. 171(d); Securities Exchange Act 
son’ may extend and be applied to part- (1934), 15 USC Sec. 78(c) (9) 
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Another matter which has required consideration concerns the 
question of whether prosecution should be by indictment or by in- 
formation in order to subject a second offender to the increased penal- 
ties of a second offense. This turns upon whether the second offense 
is an infamous crime requiring the filing of an indictment as provided 
by the Fifth Amendment of the Constitution. 


When Is Crime ‘‘Infamous’’? 


Whether or not a crime is infamous depends on the punishment 
which the court has the power to impose.”* If the court may impose 
a sentence of imprisonment for more than one year the defendant may 
be confined to a penitentiary.22, Such confinement is infamous punish- 
ment and hence so is the crime.** Since a second offender under the 
Federal Food, Drug, and Cosmetic Act may be subject to imprison- 
ment for more than one year it is clear that an offense which consti- 
tutes a second offense under the Act is an infamous crime requiring 


proceeding by way of indictment.** 


A possible exception to this may be applicable in the cases of 
corporations. Since an infamous crime is to be determined by the 
nature and length of the prison sentence that may be imposed and 
since, in the nature of things, a corporation cannot be imprisoned, 
it would seem to follow that a corporation cannot be held to answer 
for an infamous crime and hence that it may be prosecuted for a 


second offense by way of information.” 


In addition to the questions of construction and interpretation of 
the Act there is always present in a pending criminal case under the 
Act the practical question, of interest to prosecutors and defendants 
alike, concerning the nature and size of the penalty which the court 
is likely to impose. In view of the many variables involved in the 
cases it is obvious that no absolute answer can be given. Examination 
of the factors involved and penalties imposed in the various types of 
cases already adjudicated will serve to give some indication of what 
may be expected from the courts in cases of a similar nature. 





"Ex Parte Wilson, 114 U. S. 417, 422 ** See Rule 7 of Federal Rules of Crim- 
(1885). inal Procedure. 

218 U. S. C. 753(f); Andreas v. Clark, 3Cf U. S. v. Union Su 
i ae , a 1 Supply Company, 
11 F. (2d) 908 (CCA-9, 1934). 215 U. S. 50, 55 (1909); John Gund Brew- 


*% U. 8. v. Moreland, 258 U. S. 433 (1922); ing Company v. U. 8., 204 F. 17, 21 (CCA-8, 
Ex Parte Brede, 279 F. 147 (DC N. Y., 1913), modified on other grounds 206 F. 
1922), aff'd 263 U.S. 4 (1923). 386; State v. Gilbert, 241 N. W. 478, 483- 

484 (Wis., 1933). 
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Dangerous Drugs 
The courts have imposed the heaviest penalties in cases involving 
adulterated or misbranded drugs which are dangerous to the health 
of users. The elements of possible death or irreparable injury to 
health have been the prime factors in these cases. Abortifacient 
pastes are illustrative of this type of drug. 


The prosecution in 1943 of one shipper of an abortifacient paste 
known as “Leunbach’s Paste” resulted in a sentence of 18 months in 
the penitentiary, the longest jail sentence up to that time under the 
new Act. In 1944 another dealer in an abortifacient paste, known as 
“Dependon Intra Uterine Paste,” a woman, was sentenced to nine 
months in jail and fined $600. 


In 1945 an investigation of the current activities of a convicted 
abortifacient manufacturer immediately prior to the imposition of 
sentence disclosed additional shipments of the article. “Two more in- 
dictments were filed, the defendant was also found guilty in these 
cases and the court imposed a jail sentence of one year. The judge 
remarked that he was placing the defendant where he would be com- 
pelled to discontinue business. In 1949 the manufacturer and inter- 
state shipper of another abortifacient paste was found guilty after a 
vigorously contested jury trial. The court sentenced the defendant 
to two years’ imprisonment. 


The use of lethal diethylene glycol in the manufacture of a glycer- 
ine substitute resulted in the imposition of a $3,000 fine in 1944. The 
use of this material in 1937 as a solvent for sulfanilamide had caused 
more than 100 deaths and received widespread publicity. In passing 
sentence, the court remarked that the ignorance exhibited was tanta- 
mount to criminal negligence. One newspaper editor, shocked by the 
fact that the manufacturer had stated he could produce 200 gallons a 
week, an amount capable of killing 2,000,000 people a year, called the 
fine “ridiculously small.” 


A $4,000 fine was imposed against a manufacturer for the ship- 
ment of sodium citrate solution ampuls containing pyrogens. This 
type of contamination tends to increase dangerously the patient’s tem- 
perature following injection. The court, at the time of sentencing, 
stressed the high degree of care required of drug manufacturers. A 
corporate shipper of solutions containing pyrogens, viable mold and 
undissolved particles was fined $18,000, the highest fine imposed in 
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1945. In the same year, in three other cases, fines of $1,400 and $1,500 
were imposed on firms convicted as a result of faulty controls in the 
preparation of injection drugs. In two of these cases, responsible 
officers were also penalized. One officer received a suspended sentence 
and was placed on probation and the other, a second offender, was 
sentenced to three months’ imprisonment. 


Another manufacturer, under crowded wartime conditions in a 
factory, mistakenly routed a drum of phenobarbital granulation to a 
tablet machine making sulfathiazole tablets. The result was that pa- 
tients taking the tablets as sulfathiazole received excessive dosages 
of phenobarbital and were put to sleep for periods of as long as a week. 
A number of deaths also occurred, although these, due to complicating 
factors, could not be attributed absolutely to the phenobarbital over- 
dosage. The firm was fined $15,800. 


Sixteen deaths, the consequence of the mislabeling by a manu- 
facturer of carbanyl choline crystals mistaken for a weak injection 
solution of the same drug, resulted in the imposition of the maximum 
fine, $15,000, on the basis of a 15-count information filed. 


Shipments of an improperly compounded anesthetic which brought 
injuries to 67 persons resulted in a $4,500 fine in 1950. The anesthetic, 
procaine hydrochloride, contained a double dose of hydrochloric acid, 
and resulted in cases of necrosis, scars, lesions, hemorrhages following 
tonsil operations and sloughing of finger tissues, requiring amputation. 
The court censured the defendant company for not instituting im- 
mediate action when complaints were made by doctors. In imposing 
sentence the judge declared: 

The court can’t lose sight of the fact that ‘any company that is engaged in 


the drug business is under the strictest duty to maintain the integrity of that 
industry. The public has no way at all of protecting itself against the use of 


harmful drugs . . . injected by a doctor. I understand that some of the drug 
firms make three different types of checks whenever they have a complaint, and 
that prior to this offense, this company did not do that . . . and that now, 


however, it is making the various types of analyses.” 


Sale of Prescription Drugs Sans Prescription 


The indiscriminate sale of dangerous prescription-type drugs, such 
as the barbiturates, benzedrine and the sulfa preparations, has resulted 
in serious problems of addiction, illness and even death. The courts 





* Drugs and Devices Notices of Judg- 
ment No. 3201. 
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generally have recognized the danger to the public health involved 
but the penalties imposed have varied from suspended sentences to 
thousands of dollars. 


In imposing sentence on a pharmacist for the indiscriminate sale 
of a barbiturate to an addict who died as a result of overdosage, one 
judge stated that he considered this case an aggravated one. He then 
fined the druggist $1,000 on one count of the information, suspended 
sentence on the remaining three counts and placed the defendant on 
probation for one year. 


Another judge commented on the recent increase in deaths from 
the use of habit-forming drugs and stated that ample warnings had 
been given to druggists. He then fined the druggist $300. 


On the basis of 11 violative sales of prescription-type drugs, one 
dispensing pharmacist was fined $1,100 and another $1,000. The 
defendants’ attorney stated that he thought these fines were extremely 
high in view of the fact that these two men were only employees of the 
store and the profits from the over-the-counter sales went to the owner. 
The judge merely commented that if the owner of the store were 
involved his fine would have been $11,000. 


Another judge, after delivering a lecture on the responsibility of 
druggists, fined the corporate defendant $300 and the individual $150. 
He then warned the druggist that if he was brought into court again 
the fine would be much heavier. 


One court, in imposing a $600 fine for three sales of a sulfa drug, 
told the druggist he was considering the imposition of a prison sen- 
tence but since his report on the defendant’s background was favorable 
he felt a substantial fine would suffice. 


Most of these cases have been directed against small business- 
men in the community rather than large manufacturers engaged in a 
substantial interstate business, and it can be recognized that this has 
been an important factor in the variation in the fines as well as the 
imposition generally of modest fines. 


False and Misleading Therapeutic Claims 


The formidable burden of establishing the fraudulent character 
of therapeutic claims, a legal necessity under the Act of 1906 was elimi- 
nated with the enactment of the Federal Food, Drug, and Cosmetic 
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Act. The difficulties inherent in proving fraud had made it impossible 
to proceed against manufacturers and shippers of numerous misbranded 
drugs and devices. Coincidental with the change in penalties, this 
barrier to successful prosecution in these cases was removed. 


The penalties in many of these cases involving misbranded drugs 
and devices offered for the treatment of serious diseases have been 
substantial. The courts have recognized that reliance upon these 
worthless articles for the treatment of serious diseases in lieu of ra- 
tional treatment may lead, in the case of afflicted persons, to serious 
and even fatal consequences. The element of economic cheat involved 
has also been commented on by many courts. 


Diabetes sufferers have often been victimized by purveyors of 
nostrums. In 1943 the shipper of one of these worthless preparations 
was fined $300 and sentenced to four months in jail. In addition, the 
court imposed a one-year suspended jail sentence and placed the de- 
fendant on two years’ probation. The judge commented that he could 
not see how anyone could “stoop so low as to capitalize on human 
suffering.” 


In 1945 the sale of another worthless diabetes remedy brought the 
president of the concern a two-year jail sentence with an additional 
six-year term suspended, another officer a 30-day jail sentence and 
a suspended sentence of a year and a day, and the corporation a fine 
of $2,500 to be paid, and an additional $7,500 suspended. One of the 
conditions of thes president’s suspended sentence required that if he 
ever entered the drug business again the jail sentence was to be served. 


ne of the most important criminal cases terminated in 1948 in- 
volved two physicians, brothers, who distributed a vinegar solution 
of saltpeter and digestive tablets for the treatment of diabetes. The 
case was tried before a jury, and the government presented as evi- 
dence histories of deaths and injuries resulting from reliance on the 
product. At the end of the ten-day trial the jury found the two physi- 
cians and their hospital superintendent guilty. The physicians, who 
were in their midseventies, were each sentenced to serve three years in 
prison and fined $7.000 each, plus costs of $2,154.73. The superinten- 
dent was fined $350 and received a suspended jail sentence. In pro- 
nouncing sentence the court said: 


It has taken years of effort . . . to bring you to the bar of justice for your 
crimes. The proof submitted to the jury as to your guilt was overwhelming. 
For many years you have been engaged on a wide scale, in a sordid, an evil and 
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a vicious enterprise, without the slightest regard or consideration for the patients 
that consulted you seeking relief from diabetes. They were innocent and hopeful 
but so gullible. They poured out to you their savings . . . You knew there 
was no cure for diabetes, that the only recognized treatment for the disease was 
insulin and sugar free diet. Yet, . . . you, in your avarice and greed for wealth, 
wrongfully advised these trustful patients and as a result they suffered permanent 
damage and injury and perhaps some went to an early grave. You have brought 
disrepute on your profession, disgrace and dishonor to you and your family 
You were cold, cruel, vicious and heartless in your quest for wealth.” 

A physician who had been graduated from medical school thirty 
years before and had practiced medicine until his license was revoked, 
was fined $500 and sentenced to a year in jail for the shipment of a 
number of worthless drugs offered for the treatment of a variety of 
serious diseases and a “beautifier,” a preparation to develop or reduce 
the breasts. The defendant appealed. While the appeal was pending, 
a new information charging 17 additional violative shipments of similar 
articles was filed. The jury returned a verdict of guilty. The court 
sentenced the defendant to a four-year term in prison. A stay of 
his previous sentence pending appeal was terminated by the circuit 
court’s decision to uphold the actian of the district court. 


Other Cases 


The highest fine imposed in 1946 for the misbranding of drugs 
was imposed against a “health” lecturer who was marketing fourteen 
vitamin, mineral and herb preparations represented in accompanying 
literature to be for a long list of serious diseases. Despite the fact 
that ten medical experts testified during the trial as to the irreparable 
injury that might follow the use of these products for serious diseases, 
due to the exclusion of rational treatment, the defendant conducted 
another series of health lectures immediately after the trial, while the 
decision of the judge was pending. These lectures embodied claims 
for the same serious diseases. The judge fined the defendant $4,000. 


In 1947 the manufacturer and distributor of a misbranded colored- 
light device with no curative properties, but which was offered for the 
treatment of many serious diseases, was found guilty, after a 42-day 
jury trial, on all 12 counts of an indictment. Pathos and tragedy 
attended the testimony of victims and survivors of victims, people who 
had abandoned medical treatment and succumbed to these diseases 
while depending on the device. The judge fined the corporation 





7 U. §. v. Dr. Charles F. Kaadt et al., Federal Food, Drug, and Cosmetic Act, 
Fort Wayne Criminal No. 1314 (DC Ind., 1938-1949, p. 388, 171 F. (2d) 600 (CA-7, 
May 4, 1948) aff'd Kleinfeld and Dunn, 1948). 
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$12,000, and on eight of the 12 counts imposed a three-year suspended 
jail sentence on the individual, fined him $8,000 and placed him on 
probation for five years on condition of “an obliteration fully and com- 
pletely of what has been exposed here as a danger to the American 
public.” The court did not send the elderly defendant to jail lest the 
cultist fringe he had attracted regard him as a martyr. The court 
commented : 

If I am convinced that there has been a breach of this probation that has been 
extended to you in saving you from the prison life you have had occasion to taste 
I shall not hesitate to call up the 3 years that shall hang over you like a cloud 
and you will observe that in the last four counts of the indictment, I have reserved 
for myself the possibility of even increasing those years.” 

In 1950 the maximum fine and prison sentence was imposed against 
the shipper of a number of worthless herb medicines offered for the 
treatment of many serious diseases and sold principally to the poorer 
classes in the South, in many instances through the use of ministers 
as agents. The defendant had been convicted in three states for the 
illegal practice of medicine, had served a jail term for mail fraud, and 
had signed a Federal Trade Commission stipulation in 1943 that the 
formula used in his “Hair Growing Aid” was ineffective for the 
growth of hair. The court, in fining the defendant $9,000 and sentenc- 
ing him to nine years in jail, said: “Untold hundreds and thousands 
use these quack medicines to their detriment, and it is up to the court 
to protect them, and this court intends to do it.” * 


Two other cases involving worthless therapeutic devices resulted 
in the imposition’ of heavy penalties in 1950. One case involved a 
“Vrilium Tube” or “Magic Spike,” which the defendants claimed 
had radioactive powers to cure such diseases as cancer, diabetes, 
thyroid disturbances and other serious diseases. The device was a 
two-inch brass tube containing a tiny glass tube filled with borium 
chloride worth 1/2000 of a cent. It sold for $306. The maximum 
penalties were imposed; the defendant corporation was fined $1,000 
and the two officers of the firm were sentenced to a year in jail and 
fined $1,000 each. 


In the other case, the device was a plastic dumbbell-like con- 
traption containing ordinary water, called a “Zerret applicator,” claim- 
ing atomic powers that would cure “any disease known to mankind.” 





*U. §. v. Ghadiali et al., Criminal No. (2d) 957 (CCA-3, 1948), cert. den. 334 U. S. 
3423 C (DC N. J., January 31, 1947), aff'd 821 (1948). 
Kleinfeld and Dunn, Federal Food, Drug, * Drugs and Devices Notices of Judg- 
and Cosmetic Act, 1938-1949, p. 365, 165 F. ment No. 3297. 
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The inventor and manufacturer was sentenced to two years in the 
penitentiary and the distributor, a woman, sentenced to a one-year term. 


In sentencing the “Vrilium Tube” defendants the court said: 


. the sale of the device constitutes a gross fraud on the public—You have imposed 
on the poor sick who in their anxiety for relief would try anything at any price. You 
have fooled the trusting, the credulous and the gullible. The quackery you have 
employed is the more despicable because those who were deceived into believing 
in your fake remedy failed to pursue the treatment proven by medical science to 
be effective in preventing and curing diseases. This credulous belief in the 
efficacy of your useless product is the greatest danger inherent in quackery. 
It discourages and prevents those who use it from seeking proper medical treat- 
ment and the results of such neglect are often fatal.” 


Filth and Decomposition in Food 


Of the 728 criminal cases filed on behalf of the Food and Drug 
Administration in the fiscal years 1949-1950,5* *? 378 were based on 
charges of filth and decomposition in foods. As can be expected in 
such a volume of cases, the fines have varied widely, dependent on the 
circumstances in the particular cases. Many of the courts, impressed 
with the necessity for protecting the public from this revolting type 
of violation, have imposed substantial fines. In the fiscal years men- 
tioned, 86 fines of $1,000 or more were imposed, based on this class 
of cases. 


In one case terminated in 1950 the shipper of mushroom salt con- 
taining insects, worm fragments and excreta pellets was sentenced to 
serve six months in a federal prison camp and the corporate defendant 
was fined $102. In the same year the wholesale shipments of popcorn 
containing rodent and insect filth, despite repeated warnings from 
the Food and Drug Administration inspectors, resulted in the imposi- 
tion of a 60-day jail sentence, as well as a $500 fine. The judge com- 
mented that he was adding the jail sentence to the fine “because a 
fine is not always adequate to prevent the serious crime of shipment 
of filthy food to the public.” 


In another case terminated in 1950 the court fined a corporation 
the maximum fine of $1,000 based on a one-count information which 
charged the manufacture of rodent-contaminated candy under grossly 
insanitary conditions. The judge commented that a firm putting out 





% U. §. v. Vrilium Products Company et 947 (1951). 
al., Criminal No. 47 C R 37 (DC IIlL., April *% Work cited at footnote 1, at p. 1424. 
26, 1950), aff'd CCH FOOD DRUG COS- 3% Annual Report of the Federal Security 
METIC LAW REPORTS {f 7178, 185 F. Agency, Food and Drug Administration 
(2d) 3 (CA-7, 1950), cert. den. 340 U. S. (1950), p. 22. 
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contaminated candy should be ashamed, aside from the legal con- 
siderations. The judge then inquired as to the reason for the omission 
of an individual defendant and stated that this was the type of case 
in which he sent people to jail. 


Throughout the years, this same critical attitude towards filth 
and decomposition in foods has been expressed by many courts and 
reflected in the many substantial penalties imposed. 


In 1944 the use of citrus peel recovered from the tables of a naval 
training station, in the manufacture of glacé fruit resulted in the im- 
position of $3,800 fine and 19-day jail sentences. The judge commented 
that the firm had no right to sell garbage to the public. Refuse dried 
eggs sold as distress merchandise for animal food and diverted for 
bakery use despite their decomposition brought in a fine of $1,250. 
The shipment of candy containing whole rodent pellets resulted in 
the imposition of a $3,500 joint fine and 90-day jail terms for the three 
individuals involved. 


In 1947 a corporation was fined $10,000 and the individual de- 
fendant $5,000 for the interstate shipment of filthy macaroni products. 
The court noted that the defendants had persisted in the interstate 
shipment of filthy macaroni despite a prior conviction six months 
earlier. The judge called attention to the increased penalties specified 
for second offenses in the Act, and commented: “Congress had in 
mind the imposition of that rather severe criminal penalty to avoid 
the consequences of that type of conduct which we have presently 
reviewed.” The court found that no attempt was made by the cor 
poration to remedy the filthy condition of the plant subsequent to 
the earlier conviction and concluded: “We have the defendant 
and the defendant corporation gambling and speculating with the hope 
and no doubt expectation that ultimately some court somewhere in 
the land would impose a modest fine and blessing and they would go 
forth rejoicing. That is not the position of the court in this case.” ™ 
Thereupon the court imposed the maximum fine against the corpora- 
tion on the basis of the one-count indictment filed. 


Economic Cheats 


While the penalties imposed by the courts for economic cheats 
have in most instances been small fines, the courts have assessed many 





33 U. §. v. Roma Macaroni Factory, 75 F. 
Supp. 663 (DC Calif., 1947). 
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high penalties in cases in which substantial illegal profits have been 
made as the result of fraudulent schemes. 


The labeling by a sardine packer of sardines packed in corn oil, 
as packed in olive oil, resulted in the imposition of a $5,000 fine. A 
cheese dealer was fined $3,000 for stamping domestic cheese with the 
words “Imported Swiss.” Two individuals were sentenced to 18 and 
14 months respectively for the sale of worthless pecans in bags faced 
with good pecans. 


A corporation was fined $1,000 and a jail sentence of three months 
was imposed on the responsible officer of the firm for the misbranding 
of cottonseed oil as a cottonseed and olive oil mixture. The fact that 
the shipper of spices containing a high percentage of starch had been 
previously convicted for the same offense and fined $2,100, resulted in 
a 600-day jail sentence based on a 20-count information filed. The 
shipment of three carloads of rice bran containing about one half of 
the valuable ingredients declared on the label, due to the intermixing 
of ground rice hulls and oyster shells, resulted in the imposition of 
a $6,000 fine. A shipper of preserves that were substantially short in 
fruit was fined $3,600. The bottling of deliberately short volume beer 
sent the manager of a brewery to jail for six months; in addition he 
was fined $1,000 and the firm $600. The counterfeiting of a label of a 
well-known brand of salmon and the use of it on a cheap variety of 
salmon resulted in a fine of $5,000. 


A $3,000 fine was assessed against a candy company charged with 
shipment of short-weight candy bars with puffed wheat substituted for 
peanuts. When the defendant pleaded that practically all of the il- 
legal profits were absorbed in federal and state income taxes the court 
announced that the fine imposed would absorb the remaining illegiti- 
mate gain and add a slight sting to prevent future illegal profits. 


Small Financial Penalties 


In the cases discussed, due to the various factors which have been 
emphasized, the courts have generally imposed sizeable financial penal- 
ties running often into many thousands of dollars. These fines how- 
ever are not representative of the general money penalties assessed. 
Under the 1938 Act many of the fines assessed have been in the 
neighborhood of $100 or $200 and some have been as low as $1. The 
average fine in the cases terminated in 1950 was $565; in more than 





ws 











= 








PENALTY PROVISIONS PAGE 591 


one half of the terminated cases the fines were $300 or less. Fines 
of $1,000 or more, while imposed much more frequently than in the 
early forties, are still not the general rule. In the 1949 fiscal year 
only 70 of the 319 criminal cases terminated resulted in fines of $1,000 
or higher.** In the 1950 fiscal year only 60 of the 363 terminated crimi- 
nal cases were closed with fines of $1,000 or higher.*® 


The courts in general have offered no explanation for the imposi- 
tion of small financial penalties. In a number of cases, the size of 
the court penalty has been influenced by the heavy financial losses 
already suffered through seizure of the violative goods or heavy ex- 
penses incurred for plant sanitation measures. The poor financial con- 
dition of the defendants, called to the court’s attention through counsel 
or through direct inquiry of the judge, has often been an important 
factor. 

This is illustrated by a recent over-the-counter-sale case where the 
judge after commenting at length on the responsibility of the druggist, 
concluded that warnings would not be sufficient to impress the de- 
fendant and stated that he intended to impose substantial penalties. 
He then asked the druggist concerning his financial status. The drug- 
gist stated that he had not more than $400 in the bank. The judge 
imposed a fine of $200. 


Criminal intent, though not an element of the prohibited acts set 
forth in Section 301 of the Act, has in many cases influenced the penalty. 
Many judges in imposing minimal fines have expressly based these 
small fines on the lack of willfulness or knowledge on the defendant’s 
part. Other factors, such as the age and physical condition of the 
defendant, the fact that the defendant had abandoned the business, and 
the fact that this was an initial offense, have influenced the courts in 
the imposition of minimal penalties. 


Imprisonment 


Jail terms have been imposed as a penalty in only a very small 
percentage of the cases. Of the 319 criminal cases terminated in the 
fiscal year 1949, prison sentences were imposed in 14 cases involving 
16 defendants. The sentences ranged from 30 days to three years and 
averaged 12 and one-fourth months. However, for ten of the defend- 
ants the jail sentences were suspended.*® In the fiscal year 1950, of 





% Work cited at footnote 1, at p. 1423. % Work cited at footnote 1, <* p. 1423. 
% Work cited at footnote 32, at p. 22. 
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the 363 criminal actions terminated in that year, jail sentences were 
imposed in 17 cases involving 22 individual defendants. The sentences 
ranged from one hour to four years and averaged 11 months. For 14 
defendants the jail sentences were suspended.*’ It appears that only 
14 individuals actually served time in prison for violation of the Act 
during this two-year period. 


It can be seen that the courts do not often treat the businessmen 
who violate the Federal Food, Drug, and Cosmetic Act as criminals, 
in the ordinary sense of the word, who require terms in prison to ex- 
piate their crimes and prevent further wrongdoing. The courts ap- 
parently have concluded that the purposes of the Act can in most cases 
be effected without resort to the imprisonment feature. The threat 
of a prison sentence is often used, however, through the imposition 
of a suspended jail sentence and the placing of the defendant on pro- 
bation for a period of time. 


Some judges have used this threat to impose a penalty perhaps 
not visualized by Congress in the passage of the Federal Food, Drug, 
and Cosmetic Act. 


This is exemplified by a case terminated in 1951, in which the 
judge fined the president of an insanitary bakery company, who had 
a long criminal record, $750, and placed him on probation for five years 
on condition that he dispose of the bakery or its control within 60 days. 


Another judge imposed a two-year jail sentence on the promoter 
of a ground alfalfa hay “tea” offered for the treatment of serious 
diseases and stated: “In view of your infirmity and your advanced age 
I am not sending you to jail, but I am imposing a suspended jail 
sentence of 2 years and placing you on probation for 2 years. Stay out 
of the drug business and don’t come back to this courtroom again.” 


In another case also based on representations that a worthless 
preparation would cure serious diseases, the court inquired into the 
defendant’s qualifications for manufacturing drugs, and when he learned 
that he had studied neither medicine nor chemistry, the judge re- 
marked: “I will not permit you to compound any medicine that is 
going to the general public. I think it is about time men who are not 
trained and are not qualified for that purpose should be stopped.” He 
then imposed a suspended jail sentence conditioned on the defendant’s 
discontinuing the drug business. 





% Work cited at footnote 32, at p. 22. 
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After such an examination of the cases it would seem appropriate 
at this time to inquire as to whether the intent of Congress, as set 
forth earlier in this article, has been carried out by the courts. 


A comparison of the fines imposed in the fiscal year 1941, $35,262 
in 183 terminated cases,** with the fines imposed in the fiscal year 1950, 
$196,056 in 363 terminated cases,*® would seem to indicate the trend 
toward the imposition of much heavier money penalties. Absolute 
numbers however do not present the true picture. Economic changes 
in this country since 1938 have reduced the “consumer dollar” of that 
year to .582 in 1950.*° Many of the companies engaged in the manu- 
facture and interstate shipment of foods and drugs have increased in 
size and wealth. 

From the figures previously stated with respect to the median and 
average fines and the small percentages of substantial fines it would 
appear that the financial penalties have not kept pace with the times. 
Again, as in the period prior to 1938, it would seem that there is a 
danger that many violators may consider these penalties as a “license 
fee for the conduct of an illicit business.” In the light of these con- 
siderations it appears that the courts might well reassess their attitude 
with respect to imposition of minimal financial penalties. [The End] 


© ATHLETE'S FOOT AND RINGWORM TREATMENT ¢ 


“What promises to be an effective remedy for athlete’s 
foot, ringworm and other fungus infections has been developed 
by a government mycologist, and is having a limited sale at 
a number of drug stores. 

“The remedy, called AFO (Ames Fungicidal Ointment) 
was discovered by L. M. Ames, research mycologist and con- 
sultant at the Army’s Engineer Research and Development 
Laboratories, Fort Belvoir, Va. Dr. Ames is the nation’s 
authority on Chaetomium fungi, one of the destructive agents 
of cotton and other cellulose materials. 


“The Food and Drug Administration has given the green 
light to AFO, an outgrowth of Ames’ studies of fungus. The 
formula is his secret, but it does contain dihydroxydichloro- 
diphenyl methane.” “Fungi Killer,” Chemical Week, July 21, 
1951. 


* Work cited at footnote 1, at p. 1014. ” Statistical tables, Bureau of Labor Sta- 
3% Report cited at footnote 32, at p. 22. tistics, United States Department of Labor. 











301 (a) 


The ‘‘Causing’”’ Provision 








and Jurisdictional Limits 


NE OF THE PUZZLES created by the draftsmanship of the 

Federal Food, Drug, and Cosmetic Act? is still unsolved, almost 
13 years after its enactment. Section 301 lists the acts prohibited 
by the statute and is introduced by the words: “The following acts 
and the causing thereof are hereby prohibited.” (Italics supplied.) 
What constitutes the “causing” of an act? The legislative history 
furnishes no direct clues, and as the phrase has never been the imme- 
diate subject of litigation, there are no judicial pronouncements to 
serve as authoritative guideposts. 


Although the “causing” provision has apparently not been exten- 
sively applied by the Food and Drug Administration, it has been 
used on occasion in instituting criminal and injunction proceedings. 
It has also been used to reach a physician who supplied a group of 
prescriptions signed in blank which facilitated the sale of dangerous 
drugs without a bona fide prescription and to reach a drug manufac- 
turer who instructed agents and distributors of the firm to use as 
labeling written, printed and graphic matter which they might obtain 
locally.” 

That the phrase has not been more comprehensively used in the 
past, however, is no guarantee that it will not be so used in the future. 
The FDA is renowned among government agencies for its efficiency 
and judicious exercise of discretion. But agency action seems in- 
evitably to stretch to the limits of agency authority ; and in attempting 
to meet unconventional or difficult situations, the FDA can be ex- 
pected to cast around for any seemingly appropriate tool at hand. 
However, this is not to say that the FDA can be expected to use the 
“causing” phrase indiscriminately. 





152 Stat. 1040 (1938), 21 USC Sec. 301 torney in Food and Drug Division, Office 
(1946). of the General Counsel, Federal Security 
2? Letter, William Goodrich, Principal At- Agency, March 26, 1951. 
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The discussion in this paper will be an attempt to seek out the 
technical legal limits to which the FDA can move without overstep- 
ping its Congressional mandate. These limits may include certain transac- 
tions which the FDA as a matter of practical policy would never 
attempt to control. The policy of the FDA is, and should be, to 
utilize its limited resources for maximum consumer protection. As a 
matter of practical policy the FDA can be expected to use the 
“causing” provision only where it is necessary to reach persons pri- 
marily or culpably responsible for violations of a nature serious enough 
to warrant the use of FDA resources. 

The practical significance of the rather mysterious language in 
the Act is readily comprehended when it is recognized that the “causer” 
is subject both to the stiff fines and imprisonment of criminal convic- 
tion and to injunction proceedings which may destroy his business. 
It may be that some persons who are now blissfully confident that 
they are operating outside the reach of the Act will unexpectedly find 
themselves among the hundreds criminally prosecuted every year by 
the FDA. 

In order to make profitable an excursion into the question in a 
paper of this length it will be necessary to keep within defined limits. 
As Section 301 (a) is the most frequently invoked of the prohibited 
acts sections, it is proposed to examine the “causing” provision in that 
context. The following provisions of the Act will therefore be the 
statutory reference point for this paper: 


Sec. 301. The following acts and the causing thereof are hereby prohibited: 
(a) The introduction or delivery for introduction into interstate commerce 
of any food, drug, device or cosmetic that is adulterated or misbranded. 
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Although application of the “causing” phrase to the other prohibited 
acts will not be specifically discussed, the general principles of its 
application are the same for all of the prohibited acts. 


Language of Section Raises Questions 


Abstract reflection upon the language of Section 301 (a) suggests 
a wide variety of questions. Was the Act intended to reach a person 
who sells and delivers in an intrastate transaction but whose immediate 
purchaser transports the goods across a state line; or a person who 
makes an intrastate sale of an uncertified coal tar color to a manufac- 
turer who uses the color in food, and ships the end product in interstate 
commerce; or a carton manufacturer, doing an intrastate business, 
whose product contains a poisonous substance and is used by a proces- 
sor to package food destined for interstate commerce? Is the owner 
of a formula or the owner of a patent on a drug liable for infractions 
by a licensee? Is knowledge or intent a factor in determining liability? 
Eventually, one reaches the ludicrous questions of whether an im- 
porter is the “cause” of an exporter shipping in foreign commerce or 
whether the ultimate purchaser, a housewife, is the “cause” of a manu- 
facturer introducing a product into interstate commerce. 

In the attempt to divine the meaning of the “causing” phrase it 
will be probed with various tools. First, its legislative history will be 
examined. This will be followed by a study of the judicial opinions 
in which the phrase has been given brief mention. In connection with 
the Dotterweich cases* the possibility that the drafters intended the 
phrase as a means of reaching corporate officers and employees will be 
discussed. Next, the possibility that the phrase was intended as a 
lever into intrastate commerce will be considered. Finally, the pro- 
vision will be viewed as related to the common criminal law “caus- 
ality” and compared with Section 2 (b) of the Federal Criminal Code. 
As the constitutional due process issue concerns the specificity of 
criminal statutes, comment upon the constitutional issue will be de- 


ferred to this final section. 


Legislative History 


In the 1906 Act,‘ neither the word “causing” nor any other words 
of like purport were used in elaborating the prohibited acts but, in 





2U. 8. v. Buffalo Pharmacal Company, 434 Stat. 768 (1906). 
131 F. (2d) 500 (CCA-2, 1942); U. 8. wv. 
Dotterweich, 320 U. S. 277 (1943). 
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the original draft of the bill which finally emerged as the 1938 Act, 
Section 17 (b) provided punishment for: “Any person who violates 
or causes to be violated” the provisions which enumerated the pro- 
hibited acts.° This phraseology remained unchanged until 1935 when 
the Senate Committee on Commerce redrafted the prohibited-acts-and- 
penalties section and put the “causing” phrase into its present form.*® 
Then, in April of 1938, the House Committee on Interstate and Foreign 
Commerce reorganized the section numbering and the section emerged 
as the Section 301 we know today.’ 


It is significant that although the “causing” phrase was an innova- 
tion from the 1906 Act and was in the bill during the whole of its 
tortuous evolution, nowhere in the legislative history (the debates, the 
committee reports or the hearings) is there any reference to the phrase 
or its meaning or with what intent it was included by the draftsmen. 
Even some of the men closest to the bill throughout its whole life have 
no clear recollection as to how or why this particular phrase was 
included. An argument can be made that some draftsman mechani- 
cally included the provision without giving much thought to its mean- 
ing in the particular context and that in fact there was no Congressional 
intent, expressed or unexpressed, concerning the phrase. 


Such a pragmatic approach might have validity if applied to a bill 
that slipped through the legislative process in a short time and with 
little debate. But when one considers the hen-scratching that for five 
years went on in the Copeland bills it is difficult to believe that a single 
phrase escaped critical examination by someone. The original draft 
of the bill was prepared in the FDA, and the tipoff that the “causing” 
idea was very much in the mind of some member of the agency came 
when among the first regulations issued under the Act was one read- 
ing: “The provisions of regulations promulgated under the Act with 
respect to the doing of any Act shall be applicable also to the causing 
of such act to be done.” * (Italics supplied.) 


This brief look at the legislative history shows that, barren of 
provision, it is of no direct help in teaching 


reference to the “causing’ 
what the provision means. 





5S. 1944, 73d Congress, 1st Session 7H. R. Rep. 2139, 75th Congress, 3d 
(1933); Dunn, Federal Food, Drug, and Session (1938); Dunn, work cited at foot- 
Cosmetic Act (1938), p. 46. note 5, at p. 795. 

* Dunn, work cited at footnote 5, at p. § 21 CFR Sec. 1.1 (1949). 
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Parfait Powder Puff and Dotterweich Cases 


As has been mentioned, there have been no cases expressly liti- 
gating the “causing” provision. There are, however, three reported 
opinions dealing with criminal prosecutions under the Act which bear 
consideration in this study. 


The case of U. S. v. Parfait Powder Puff Company, Inc.® involved 
the prosecution of the manufacturer of hair-lacquer pads for the 
defections of his subcontractor. The defendant furnished the Helfrich 
Laboratories with jars, caps, labels, display cards, flannel pads and 
shipping containers. Under the agreement Helfrich then impregnated 
the pads with a shellac lacquer, packed them and, in packages bearing 
the defendant’s name, shipped them to the defendant’s customers in 
accordance with defendant’s shipping directions. The original sample 
submitted by Helfrich to the defendant was nonviolative. Later, how- 
ever, without the defendant’s knowledge, Helfrich substituted for the 
shellac a gum which was deleterious. The defendant was then prose- 
cuted for having introduced into interstate commerce a deleterious 
cosmetic. On appeal the defendant’s contention was that it was not 
responsible for Helfrich’s acts because Helfrich was an independent 
contractor and not an agent. The government relied on a showing 
that a real principal-agent relationship existed. Both sides were sur- 
prised when the opinion read: 

But we are not concerned with any distinction between independent con- 
tractors and agents in the ordinary sense of those words. It is clear that defend- 
ant was engaged in procuring the manufacture and distribution of the article 
in interstate commerce. It saw fit to create out of Helfrich’s activities in its 
behalf an instrumentality and to avail itself of the acts of that instrumentality, 
which effected an introduction into commerce of an adulterated article violative 
of the standards fixed by the Act. . . . Defendant knew that the goods would 
pass into commerce. . . . The person who brings goods into commerce, by 


whatever means or implements, is bound to see that the commodity thus put in 
commerce is not beyond the pale of the legislative act.” 


In answering defendant’s technical argument that it was provided 
exemption as a “receivor” under Section 303 (c), Judge Lindley went 
on to say: “On the contrary, it is the moving force in the procurement 
of introduction of the article into commerce. . . . Rather than having 
received the goods in commerce, defendant in fact caused them to be 


placed in commerce.” ™ 





*163 F. (2d) 1008 (CCA-7, 1947), cert. See footnote 9, at pp. 1009-1010 of 


den., 332 U. S. 851 (1948). opinion. 
11 See footnote 9, at p. 1010 of opinion. 
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For the purposes of this study the value of the opinion is reduced 
by the fact that Judge Lindley did not specifically refer to the “caus- 
ing” provision and nowhere indicated that he was even aware of its 
existence. However, he clearly relied upon defendant’s “procuring” 
and “causing” function as the basis for sustaining the conviction; it 
is fair to assume that had he been conscious of the express statutory 
language he would have used it to bolster, if not completely to sus- 
tain, his conclusion. 


The language in the opinion goes very far, indeed. In speaking 
of a “person who brings goods into commerce by whatever means or 
implements” the opinion seems to reach all the way to a patent licensor. 
However, this sweeping language is not supported by the cases and 
texts cited in the opinion.’* They are distinguishable in that they 
involve a civil negligence proceeding, or an express statutory provi- 
sion, or refer specifically to a principal-agent or principal-servant 
relationship. 


In the Parfait case it is probable that even though the court cut 
through the agent-independent contractor issue, it was influenced by 
the nature of the relationship between the defendant and Helfrich. 
The defendant, in furnishing almost all of the materials and the ship- 
ping instructions, was using Helfrich in a very direct way as an 
instrumentality for introducing the hair pads into interstate commerce. 
In view of the dearth of supporting authority for the sweeping lan- 
guage, it is probable that this decision will be treated as controlling 
only in similar factual situations and not in the remote situations 
suggested by the sweeping language. 


The only opinion expressly referring to the “causing” provision 
is the court of appeals opinion in the Dotterweich case.* The cor- 
poration, a jobber and repacker of drugs, and its general manager 
were prosecuted because of two violative shipments. The jury ac- 
quitted the corporation but convicted Dotterweich, the general man- 
ager, even though he had no personal connection with either shipment 
and had only given general instructions to employees to fill orders 
received from physicians. A majority of the court felt that the “caus- 
ing” provision was in issue, quoted it, and said: 





12 ““Cummer-Graham Co. v. Straight Side F. 689; Weeks v. U. 8., 224 F. 64 (C. C. A. 
Basket Corp., 142 F. 2d 646 (C. C. A. 5); 2): I Burdick Law of Crime, p. 232, et 
Anno. 152 A. L. R. 761; John Griffiths @  seq.”’ 

Son Company v. National Fireproofing Co., 8U. 8. v. Buffalo Pharmacal Company, 
310 Ill. 331, 38 A. L. R. 559; U. 8. v. cited at footnote 3. 
Wilson, 59 F. 2d 97; U. 8. v. Buchanan, 9 
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Who is the person causing “the introduction or delivery for introduction” 
into interstate commerce of a misbranded drug? Is the clerk who innocently 
packs or ships it guilty of the offense as well as the employer for whom he works? 
While the statutory language seems literally to include all who have any part in 
causing delivery for introduction into interstate commerce, there are sefious 
objections to so construing it.” 

The opinion then turned to Section 303 (a) and by a strained 
construction of the guaranty provision the court reversed the convic- 
tion and went on to say: 

The foregoing discussion has proceeded upon the assumption that if the 
statute is applicable to the appellant it must also apply to a shipping clerk or any 
menial employee who was instrumental in causing the forbidden shipment, for we 
can find no basis in the statutory language for drawing.a distinction between 
agents of high or low rank.” 


It must be admitted that there is some justification for the court’s 


alarm at the result of their construction of the “causing” phrase. But 
there are good reasons for believing that the “causing” provision was 
never intended to apply to corporate officers and employees. In the 
1906 Act,’® Section 12 provided that violations by a corporate officer 
or employee within the scope of his authority were to be deemed also 
violations of the corporation. This provision appeared in the early 
drafts of the 1938 Act and, in addition, there appeared a section pro- 
viding that whenever a corporation violated the Act “such violation 


shall also be deemed to be a violation by the individual directors, 


officers, or agents of such corporation or association who personally 
ordered, or did any of the acts constituting, in whole or in part, such 


7 17 e 


violation. 


These provisions were in a different section from and completely 
independent of the “causing” phrase. It is a logical conclusion that 
these specific declarations were designed to cover the liability of cor- 
porate officers and employees. The phraseology of the provisions was 
modified in later drafts and finally the provisions were eliminated from 
the Act. The reason for their elimination was the belief that they 
were superfluous. It was thought, first, that corporate liability for the 
acts of officers and employees had become a well-established legal 
principle and second, that Section 303 (a), in providing penalties for 
“any person who violates,” was broad enough to reach corporate 
officers and employees who were responsible for or actors in a violation. 





“U. §. v. Buffalo Pharmacal Company, 16 See footnote 4. 
cited at footnote 3, at p. 503 of opinion. 17See footnote 5: Sec. 18 (b) of bill 
48 See footnote 14. cited; work cited, at p. 47. 
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This belief was verified when on appeal to the Supreme Court ** 
the Dotterweich conviction was affirmed and the decision of the court of 
appeals reversed. In the majority opinion Justice Frankfurter said: 

By 1938, legal understanding and practice had rendered such statement 
of the obvious superfluous. Deletion of words—in the interest of brevity and 
good draftsmanship—superfluous for holding a corporation criminally liable can 
hardly be found ground for relieving from such liability the individual agents of 
the corporation. To hold that the Act of 1938 freed all individuals, except when 
proprietors, from the culpability under which the earlier legislation had placed 
them is to defeat the very object of the new Act.” 


It would appear from the foregoing analysis that the “causing” 
provision was not designed to be the means of reaching corporate 
officers and employees. Thus are allayed the semantic difficulties of 
the court of appeals in being unable to distinguish between the “caus- 
ing’ of a menial clerk and the “causing” of a general manager. There 
remains the independent and almost as perplexing problem as to when 
a corporate officer or employee is legally “responsible” for a violation. 
The answer of Justice Frankfurter is: “In such matters the good sense 
of prosecutors, the wise guidance of trial judges and the ultimate 
judgment of juries must be trusted.” ”° 


Means for Obtaining Federal Jurisdiction over 
Intrastate Transactions 


As the skirmishes over the Copeland bills were fought in Con- 
gress during the time when the Supreme Court was permitting ex- 
pansion of the exercise of federal power under the interstate com- 
merce clause, it might be contended that the “causing’’ phrase was 
intended, at least in part, to be a means of acquiring federal control 
over some intrastate transactions which affect interstate commerce. 
This extension of federal jurisdiction could easily have been in the 
minds of the proponents of the bill because only the year before final 
passage of the Act the Supreme Court had said in the Jones and 
Laughlin decision: 

Although activities may be intrastate in character when separately con- 
sidered, if they have such a close and substantial relation to interstate commerce 
that their control is essential or appropriate to protect that commerce from bur- 
dens and obstructions, Congress cannot be denied the power to exercise that 
control.” 





%U. §S. wv. Dotterweich, cited at foot- 2% U. 8. v. Dotterweich, cited at footnote 
note 3. 3, at p. 285 of opinion. 
#” U. §. v. Dotterweich, cited at footnote 21 NLRB v. Jones & Laughlin Steel Cor- 
3, at p. 282 of opinion. poration, 1 CCH LABOR CASES { 17,017, 301 
U. S. 1, 37 (1937). 
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There are, however, several factors which militate against this 
interpretation of the origin of the “causing” phrase. 


In one of the early drafts of the bill it was provided that no dealer 
should be prosecuted because of commerce in any article he had pur- 
chased or received in good faith so long as he was willing to reveal 
the name and address of the person from whom he purchased or re- 
ceived the article. This applied both to dealers purchasing in intra- 
state and in interstate transactions. In his testimony in 1934 before 
the Senate Committee on Commerce, Mr. Campbell, then Chief of the 
FDA, pointed out that this created a loophole for extensive traffic 
in adulterated or misbranded foods, drugs and cosmetics. He stated: 


Any dealer purchasing from a manufacturer in the same state against whom 
we could not proceed because of lack of federal jurisdiction could distribute 
throughout the country such products upon the mere compliance with this re- 
quirement to furnish us the name and address of the person through whom he 
bought them. The difficulty of showing bad faith on the part of the dealer 
would, in many instances, be insurmountable until extensive damage to the public 
had occurred. Jt would be quite easy for a manufacturer of illicit goods to set up 
within the same State a sales agency and effectively conceal the true relationship that 
existed between himself and the agency.” (Italics supplied.) 


This statement clearly indicates the belief of the then Chief of the 
FDA that the federal government could not reach the intrastate seller 
even when he knew that his product was adulterated and that the 
buyer was going to ship the product in interstate commerce. The 
Senate Committee apparently concurred in Mr. Campbell’s belief be- 
cause the members proposed an amendment to the bill which closed 
the loophole, and the bill was finally enacted as so amended.” 


Another expression in similar vein was made during one of the 
Senate debates in 1935 when the following exchange took place be- 
tween Senator Copeland, sponsor and chief proponent of the bill, and 
Senator King: 


Mr. King: There is in the bill a clear distinction between interstate and 
intrastate, but does the bill so commingle them into a compound mass as that 
acts which are ciearly and confessedly intrastate may be brought within some 
of the punitive provisions of the law on the theory that they are interstate? 


Mr. Copeland: As I recall it, there is only one instance where that criticism 
might be raised. That relates to the inspection of factories . . . . I think I 
am right in saying to the Senators that as I recall now, that is the only instance 
where we attempt to enter the state.™ 





*% Hearing Before Senate Committee on 352 Stat. 1043 (1938), 21 USC Sec. 333 
Commerce on S. 2800, 73d Congress, 2d (c) (1) (1946). 
Session (1934); Dunn, work cited at foot- %79 Congressional Record 4846 (1935); 
note 5, at p. 300. Dunn, work cited at footnote 5, at p. 300. 























“CAUSING” PROVISION PAGE 603 


It is true that the latest of these two statements was made before 
the Supreme Court had begun to interpret New Deal legislation, and 
three years before the bill was enacted. But the pattern of the statute 
was drawn with the understanding that the federal government would 
not regulate intrastate transactions at the shipping end. It would 
have been one thing for Congress to make general provisions and to 
indicate that it intended to regulate to the limits of federal constitu- 
tional authority intrastate commerce at the shipping end. It is quite 
another thing for Congress to set up a definite statutory scheme on 
the premise that it cannot regulate such intrastate transactions. In the 
first situation the court would be guided by Constitutional limits; in 
the second situation the court must be guided by the limits of the statutory 
language. Today there is no doubt that Congress may regulate at 
the shipping end intrastate transactions which affect interstate com- 
merce. But the legislative history and the plan of the statute indicate 
that this was not the Congressional intent when the Federal Food, 
Drug, and Cosmetic Act was passed. 


House Committee Statements 


It should here be pointed out that there are some statements to be 
found in the legislative history that the consumer is to be protected 
to the full extent constitutionally possible. However, these statements 
do not refer to the shipping end of the transaction. In April, 1938, 
the House Committee on Interstate and Foreign Commerce stated: 


Section 301 defines prohibited acts. In general this section denies the chan- 
nels of interstate commerce to products which are adulterated or misbranded 
or are otherwise unsafe for use. In order to extend the protection of consumers 
contemplated by the law to the full extent constitutionally possible, paragraph 
(k) has been inserted prohibiting the changing of labels so as to misbrand articles 
held for sale after interstate shipment.” (Italics supplied.) 


Then in the House Committee report on the Miller Amendment, 
which was enacted in 1948 ** and elaborated paragraph (k) to indicate 
that it was a prohibited act to change labels at any time after shipment 
in interstate commerce while the article was held for sale, whether or 
not the first sale, it was said: 

The amendments made by the bill rest primarily, as they must, on the 
recognized power of Congress to provide for appropriate regulation of activities 


(even though intrastate in character) which affect interstate commerce or by 
which the facilities of interstate commerce might be used as an instrument to 





2% See footnote 7; work cited, at p. 817. 
26 62 Stat. 582 (1948). 
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work harm on the public, or which it is necessary to regulate for the purpose 
of making effective its regulation of interstate commerce.” 

Both of these statements are concerned with the extent to which 
the violative article may be followed after it has been in interstate 
commerce. 


It cannot well be argued that Congress in including the “causing” 
phrase was hoping to do by implication what it did not know how 
to do expressly. The Federal Food, Drug and Cosmetic Act and the 
Fair Labor Standards Act were passed on the same day, and in the 
FLSA Congress demonstrated that it knew how expressly to provide 
for reaching certain intrastate transactions. Section 215 (a) (1) of 
the FLSA *§ makes substantially the same provision as Section 301 (a) 
of the Food, Drug, and Cosmetic Act and then adds that “. . . [it 
shall be unlawful for any person] to ship, deliver, or sell with knowl- 
edge that shipment or delivery or sale thereof in commerce is intended. 

.’ This language clearly reaches the intrastate seller who knows 
that the goods are destined for interstate commerce. 


It is interesting to note that on this issue of intrastate transactions 
at the shipping end there are indications that over the years the FDA has 
changed its attitude, even though there has been no change in the statute. 
In trade correspondence of March, 1940, the Administration said: 

With reference to medicines given to your patients at your hospital and 
transported by them to their homes in some other states for use by themselves, 
it is our opinion that such a transaction is not interstate commerce as that term 
is defined in Section 201(b) of the Act. We are still of the opinion, however, 
that the shipment of drugs by you to patients in other states, whether by mail, 
express, messenger, or otherwise, is interstate commerce, and that products so 
shipped are required by the statute to comply with its terms.” 

In that in this situation the buyer and receiver is the ultimate 
consumer, it is distinguishable from the situation in which goods are 
received by an intermediate dealer for resale. But the trade corre- 
spondence clearly indicates a belief that the statute does not reach 
interstate transportation by the consumer but does reach interstate ship- 
ment by a doctor to the consumer. 

However, in 1950, in the State of Oklahoma an injunction action 


was brought against the operator of a tourist camp who received per- 
sons from other states and prescribed his medicine for them, knowing 





7 H. R. Rep. 807, 80th Congress, 1st Ses- portation, ship, deliver, or sell in com- 
sion, p. 5 (1948). ee 

%52 Stat. 1060 (1938), 29 USC Sec. 215 2° TC-183 (March 15, 1940); Kleinfeld and 
(a) (1) (1946): ‘“‘It shall be unlawful for Dunn, Federal Food, Drug, and Cosmetic 
any person to transport, offer for trans- Act 1938-1949 (1949). 
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that they would transport the drug in interstate commerce to their 
out-of-state addresses.*° On the basic jurisdictional facts the case 
seems indistinguishable from the situation in the trade correspondence. 
In both cases the drug was sold and delivered directly to the con- 
sumer who in turn transported the drug across a state line—yet in 
one situation the administration expressed an opinion that the trans- 
action did not fall within the terms of the statute, while in the other 
they instituted injunction proceedings. 


After having gone to some lengths to establish that the “causing” 
phrase was not designed to be the means of federal regulation of in- 
terstate commerce at the shipping end, it is now necessary to qualify 
this conclusion. In the following section the “causing” phrase will 
be compared with the “causing” provisions frequently found in federal 
criminal statutes. There have been numerous convictions for violating 
such statutes where the defendant “caused” the violation by an act 
which in itself was not a direct contravention of the statutory prohibi- 
‘causing ” phrase can be identified with or 


‘ 


tions. In so far as the 
analogized to this criminal law “causing” there seems to be a well- 
established basis for enforcing the statute against some persons whose 
only direct connection with a violation of the Federal Food, Drug, and 
Cosmetic Act is an intrastate transaction. 


“Causing” Provisions of Criminal Code 


Having found that the legislative history exposes no special or 
unusual function for the “causing” phrase and contains nothing of help 
in teaching what it means, and having found that the phrase is not 
intended to apply to corporate officers and employees or to be a lever 
into intrastate commerce at the shipping end of the transaction, it 
seems fair to conclude that the phrase is related to the kind commonly 
employed in criminal statutes. It has become quite common in federal 
criminal statutes to define the crime, provide penalties for the princi- 
pal actor, and to include in addition a clause providing that the pen- 
alties shall also apply to anyone “causing” the commission of the 
criminal act. 


It is quite understandable that a draftsman familiar with this 
practice should insert such a phrase into the penalties section of the 
Federal Food, Drug, and Cosmetic Act; and as originally drafted the 





»U. 8. v. Sanders, decree of permanent 
injunction filed on October 17, 1950. 
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“causing” provision was found as a part of the sentence enumerating 
the criminal penalties: 

Any person who violates or causes to be violated any of the provisions of 
paragraph (a) of this section shall be guilty of a misdemeanor and shall on 
conviction thereof be subject to imprisonment for not more than one year, or 
— of not less than $100 nor more than $1,000, or both such imprisonment and 

ne . 

The practice of including a “causing” phrase in criminal statutes 
had become so widespread by 1948 that in the revision of the Federal 
Criminal Code of that year a new general sentence was added, pro- 
viding that “whoever causes an act to be done, which if directly per- 
formed by him would be an offense against the United States, is also 
a principal and punishable as such.” *? This section was added to make 
it unnecessary to use similar words in connection with each specific 
criminal offense.** So now Section 2 of the Federal Criminal Code 
contains as paragraph (a): “whoever commits an offense against the 
United States or aids, abets, counsels, commands, induces, or procures 
its commission is a principal,” and as paragraph (b) the “causing” 
sentence quoted above. 


If the “causing” phrase is derived from these “causing” provisions 
of the criminal statutes, it will be profitable to examine briefly the way 
in which the criminal law provisions have been applied. The exact 
effect of the new general sentence on “causing” has not been authori- 
tatively decided. It has not been before the Supreme Court and has 
been considered by only one court of appeals, that of the Second 
Circuit. : 


U. S. v. Chiarella 


The case, U. S. v. Chiarella,** involved a prosecution for counter- 
feiting. Certain of the defendants had made an agreement in Cali- 
fornia to deliver $300,000 in counterfeit money. These defendants 
were having trouble getting the money and mentioned this fact to one 
Stancin. Stancin said he knew a Chiarella in New York who might 
be willing and able to sell counterfeit money. Stancin telephoned 
Chiarella, thereby introducing the sellers and buyers who subsequently 
effected a transfer of the counterfeit money in New York. Stancin 
was convicted for his part in the transaction. He appealed, citing 





%1See footnote 5: Sec. 17(b) of bill by the Revisor of the Federal Criminal 
cited; work cited, at p. 46. Laws,"" 6 Federal Bar Journal 141, 149 
%18 USC Sec. 2 (b) (Supp., 1949). (1945). 
#®H. R. Rep. 304, 80th Congress, Ist * 184 F. (2d) 908 (CA-2, 1950). 
Session, p. 5 (1947); Barron, ‘‘Some Notes 
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as one error the charge of the trial judge which was concluded by a 
quotation of the whole of Section 2 of the Criminal Code and which 
included an independent statement that a person would be a principal 
if “he causes an act to be done which if directly performed by him 
would be an offense.” 


Reflection of Judges’ Consternation in Court Opinions 


The opinions of the court of appeals in the Chiarella case are 
quoted at length, for they are eloquent in expressing how bewildered 
are the judges over the meaning of this new sentence. Chief Judge 
Learned Hand in the majority opinion stated: 


Unless we beg the question by importing into the word, “caused,” the 
limitations of “abet,” “aid” or “procure,” “causing an act to be done” covers any 
acts which are necessary steps in the events that result in the crime; and that is 
equally true pro tanto, though we limit the steps to those which the actor knows to 
be likely so to result; for, even with that limitation there are many situations in 
which one may “cause” the crime, and yet not “abet,” “aid” or “procure” its 
commission. 

Until the second sentence was added to § 2 in 1948, the first sentence had been 
always substantially the same; and the Reviser’s note on the second sentence 
says that it was “added to permit the deletion from many sections throughout 
the revision of such phrases as “causes” or “procures” and that, “as Revised,” the 
section means to punish, not only one who abets another, but anyone “who causes 
the doing of an act,” which would be a crime if he did it himself. Therefore, 
the note continues, “It removes all doubt that one who puts in motion or assists 
in the illegal enterprise but causes the commission of an indispensable element 
of the offense by an innocent agent or instrumentality, is guilty as a principal 
even though he intentionally refrained from the direct act constituting the com- 
pleted offense.” Even without the note we should have found it very hard to 
believe that the second sentence really intended so drastically to enlarge criminal 
liability, though it must be conceded that it is difficult to see what it meant, if it 
did not mean just that. Moreover, the note does not help very much to clear 
up the confusion, except in so far as it may appear in general not to contemplate 
more than a restatement of already existing law. Yet in spite of the cogency 
of the verbal argument that can be made to the contrary we cannot bring ourselves 
to be sure that such baffling language was intended to have so revolutionary a 
consequence. At any rate we shall assume for argument that the judge’s charge 
which we quoted above was erroneous.” 


The court went on to find, however, that the charge was not 
prejudicial error and, therefore, unheld the conviction of Stancin. In 


concurring, Judge Clark said: 

I think it desirable to comment upon 18 U. S. C. A. §2. for that involves a 
point of potentially wider significance than this case alone. As I read the opinion 
it would quite erase the new and added subd. (b) of that statute and would do so 
against a rather clearer statement of purpose in the Revisor’s notes than is usual. 

Here, particularly in the light of the evidence as to Stancin’s connection 





* See footnote 34, at pp. 909-910 of 
opinion. 
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with the crime in its early stages, I cannot believe that the judge committed any 
error in merely reading ot repeating the words of the statute. I hardly imagine 
a trial judge will wish to take upon himself to write a whole subdivision out of a 
statute; and, as an appellate judge, I do not want to do the same except where, 
after the fullest of consideration, it appears quite necessary. Such does not seem 
the case here. I should add that while I am not clear as to precisely what the 
objection is, I do not see anything in subd. (b), as explained by the Revisor, 
which would take away the need of a showing of the necessary criminal intent.” 

These opinions indicate the bewilderment of the judges as to the 


‘causing’ provision in the criminal code. Obvi- 


‘ 


meaning of the new 
ously they have not defined the provision and have left the question 
of its meaning almost wide open. But the majority opinion does 
indicate a profound reluctance to extend criminal liability in so revo- 
lutionary a way, and the concurring opinion seems to place an em- 
phasis on the “necessary criminal intent.” 


Perhaps the uncertainty as to how this provision will be inter- 
preted by the courts is the reason the FDA has opposed the proposal 
of the House Judiciary Committee to eliminate the “causing” phrase 
in connection with the contemplated recodification of Title 21. Ap- 
parently the House committee feels that the new general “causing” 


provision in the criminal code has the same effect as the specific 
phrase in the Federal Food, Drug, and Cosmetic Act, and makes the 
specific phrase superfluous. 


Numerous cases have been decided under specific “causing” pro- 
visions which were in the various sections of the criminal code before 
its 1948 revision. Two examples will suffice to demonstrate how these 
“causing” provisions were applied. 


Sheridan and Tannuzzo Cases 


In U. S. v. Sheridan," the defendant was convicted under the 
National Stolen Property Act ** of having caused with fraudulent 
intent the transportation in interstate commerce of a forged check. 
The perfinent part of the act read as follows at the time of the offense: 
“Whoever with unlawful or fraudulent intent shall transport or cause 
to be transported in interstate or foreign commerce any falsely made 

securities, knowing the same to have been falsely made 
shall be punished... .” (Italics supplied.) The defendant drew two 
forged checks on a Missouri bank and cashed them in Michigan. A 
Michigan bank, not the defendant, sent the checks across the state 


” 





% See footnote 34, at p. 912 of opinion. % 18 USC Sec. 415 (1946). 
3 329 U. S. 379 (1946). 
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lines. But the Supreme Court in an opinion by Justice Rutledge held 
that defendant had “caused” the transportation. The opinion reads: 


Certainly he knew the checks would have to be sent to the Missouri bank for 
collections. Given the proven forgery and uttering, no other conclusion would 
be possible. Necessarily, too, it would follow he intended the paying bank to send 
the checks there for that purpose. He knew they must cross state lines to be 
presented. One who induces another to do exactly what he intends, and does 
so by defrauding him, hardly can be held not to “cause” what is so done.” 


In U. S. v. Tannusso,* several defendants including one Vespole 
were convicted under the National Stolen Property Act* of hav- 
ing caused certain stolen furs to be transported in interstate com- 


merce and of having conspired to cause such transportation. <A truck 
driver for a fur company and other defendants planned to steal a truck- 
load of furs in a simulated holdup. The “fake” holdup in Manhattan 
was successfully completed. The furs were stored for a time in New 
York City and were later transported into New Jersey with the help 
of certain of the defendants. Vespole carried out the “fake” holdup 
and the evidence showed that he was to “take care of the money deal” 
and that he knew the furs were being moved from place to place in 
New York City. However, he did not know of the deal to truck the 
furs to New Jersey, and he took no part in their interstate transporta- 
tion. In an opinion by Judge Augustus N. Hand the court held that 
as Vespole had no knowledge of the interstate transportation he could 
not be convicted as a conspirator. However, the court upheld the 
conviction for “causing” the shipment of stolen goods in interstate 
commerce by holding that knowledge of the interstate shipment is not 
a required element of the offense: 

But the evidence against Vespole was sufficient to convict him under the 
substantive indictment. The statute under which he was indicted and convicted 
does not require proof of knowledge on his part that the stolen goods were to be 
transported in interstate commerce. It only requires that he knew that the goods 
had been stolen and that he caused them to be thus transported. If, as the 
evidence indicates, Vespole stole the furs and turned them over to Tannuzzo and 
Dellaratta to sell for joint account, without limitation as to where the sale was 
to be made, the jury might properly find that Vespole caused their transportation 
when one of his confederates arranged for a sale to Felstein pursuant to which 
they were taken across a state line. Conviction for the substantive offense would 
follow from our holding in U. S. v. Sherman, 2 Cir., 171 F. 2d 619, 623, 624 under 
a similar statute.* 





% See footnote 37, at p. 391 of opinion. stolen, feloniously converted, or taken 
#174 F. (2d) 177 (CA-2), cert. den., feloniously by fraud .. . knowing the 
Vespole v. U. 8., 338 U. S. 815 (1949). Same to have been so stolen, feloniously 
“ See footnote 38: ‘‘Whoever shall trans- converted, or taken .. . shall be pun- 
port or cause to be transported in inter- ished _ 
state or foreign commerce any goods... " See footnote 40, at p. 180 of opinion. 
of the value of $5,000 or more theretofore 
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Although these two cases were both decided under the National 
Stolen Property Act, it should be noted that in the first case the court 
required criminal intent both as to the forging and as to the inter- 
state transportation, while in the second case the court required criminal 
intent as to the theft but held that knowedge of the interstate trans- 
portation was not an element of the offense. As one case involved 
“securities” and the other involved “goods,” the two courts were ap- 
plying different provisions of the same act; and a comparison of the 




























provisions of the act reveals that in both cases the courts correctly 
interpreted the literal language of the statute. Although one part of 
the statute required knowledge of the interstate transportation and 
the other part did not, both parts required as an element of some part 
of the crime a consciousness of wrongdoing, the traditional kind of 





criminal intent. 


This requirement of criminal intent has been an element of the 
‘causing’ an offense. The Federal 


criminal statutes which made 
Food, Drug, and Cosmetic Act, on the other hand, is not the tradi- 
tional kind of criminal statute. It is primarily a regulatory statute 
which utilizes criminal penalties as a means of regulatory enforcement. 
A violator need have no intent to commit the prohibited acts and no 
consciousness of wrongdoing. Herein lies the fundamental difficulty 
in interpreting the “causing” phrase in the Federal Food, Drug, and 
Cosmetic Act. Is the nonrequirement of intent or knowledge to apply 
not only to the principal actor but also to a remote actor who has some 
causative relationship with the offense? 


If this question is answered in the affirmative, there would seem 
to be a serious question as to the constitutionality of the provision. 
The terms of a penal statute creating a new offense must be sufh- 
ciently explicit to inform those who are subject to it what conduct will 
render them liable to its penalties. A statute which forbids the doing 
of an act in terms so vague that men of common intelligence must 
necessarily guess at its meaning and differ as to its application violates 
the first essential of due process of law.** 

As applied to prohibitions requiring no criminal intent or knowl- 
edge of wrongdoing, the meaning of the word “causing” seems so 
speculative that men of common intelligence cannot know its meaning 
before interpretation by the courts. Soif the FDA should be so foolish 
as to prosecute, for “causing” a violation, a person with no knowledge 























“* FE. g., Lanzetta v. New Jersey, 306 
U. S. 451, 453 (1939). 
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of the adulteration or misbranding and no knowledge that the products 
will enter the channels of interstate commerce, the provision may be 
declared unconstitutional on its face. However, the courts have 
shown a reluctance to invalidate even the most liberal interpretations 
of the Act. They may be reluctant to declare unconstitutional the 
“causing” phrase if there is any way of sustaining it. 


The rationale of criminal liability without criminal intent is ex- 
pressed in the Dotterweich case: 

Balancing relative hardships, Congress has preferred to place it upon those 
who have at least the opportunity of informing themselves of the existence of 
conditions imposed for the protection of consumers before sharing in illicit com- 
merce, rather than to throw the hazard on the innocent public who are wholly 
helpless.* 

A court may decide that a person who is not the immediate actor 
in a violation does not fit this rationale of the statute unless he is 
either a culpable offender or has knowledge that the product is des- 
tined for interstate commerce. If a court so reads the rationale of the 
statute into the “causing” phrase, it might decline to declare the 
provision unconstitutional. 


Conclusions 


Turning now to some of the questions raised earlier in the paper, 
certain tentative conclusions can be suggested. A dealer or manufac- 
turer who makes a sale of a finished product in an intrastate transac- 
tion, who does not know that the product is adulterated or misbranded, 
and who does not know that the product will enter interstate com- 
merce is not subject to the “causing” provision. A contrary holding 
would probably be to give the statute unconstitutional effect. If such 
dealer or manufacturer knows or should know that the product is 
adulterated or misbranded, he is probably subject to the “causing” 
provision even though he has no knowledge that the product will enter 
interstate commerce. This would seem to be consistent with the 


holding in the Tannuzzo case. 


Conversely, if such dealer or manufacturer knows or should know 
that his finished product will enter interstate commerce, even though 
he has no knowledge that it is adulterated or misbranded, he is subject 
to the “causing” provision. Such a person has an intimate relationship 
with the finished product, fits the rationale of criminal liability without 





“Cited at footnote 3, at p. 285 of 
opinion. 
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criminal intent as one in a position to protect the consuming public, 
and his act clearly fits the ordinary definition of “causing.” 


The second question dealt with suppliers. The supplier, for the 
purpose of this discussion, does not deal with the finished product, but 
only with a component part which is the source of the adulteration or 
misbranding. A person in so remote a relationship to the finished 
product can hardly be said to fit the rationale of the statute unless he 
knows that the component he supplies will result in adulteration or 
misbranding of the end product. There would seem to be no consti- 
tutional objection to proceeding against such a culpable supplier under 
‘causing’ phrase. Again, knowledge of the interstate transporta- 


‘ 


the 
tion would seem unnecessary under the holding of the Tannuzzo case. 
Patent and formula licensors can probably be analogized to the sup- 
plier. If they know that their patent or formula produces an adul- 
terated product, they have “caused” a violation. In the absence of 
such knowledge they are not violators unless they can be brought 
within the sweeping language of the Parfait case as a “person who 
brings goods into commerce by whatever means or implements.”’ As 
was pointed out in the discussion of that case, that language is not 
supported by other authority and probably will not be followed in its 
literal meaning where criminal penalties are involved. 


As to other situations, the same process should apply. The 
“causing” provision may be struck down as unconstitutional for lack 
of specificity. If it is upheld on a constitutional challenge, it will be 
because the court reads the rationale of the statute into the “causing” 
provision. The effect will be to-make consciousness of wrongdoing 
or knowledge of interstate shipment a prerequisite for the conviction 
of a person under the “causing” phrase. Which of these factors will be 
required in any particular situation will depend upon which factor 


brings the actor within the rationale of the statute. 


It may well be that, as a practical matter, if the first case to reach 
the courts on this question is a “weak” one, the courts will refuse to 
indulge in such technical refinements and will hold the provision un- 
constitutional. On the other hand, if the case is one involving heinous 
culpability and real danger to the consuming public, the courts will 
have an easier time finding the provision constitutional, will desire 
to do so as a means of accomplishing the remedial purposes of the 
statute and may do so by imputing into the word “causing” qualifica- 
tions of knowledge and intent. [The End] 
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| REPORTS TO THE READER—Continued from page 566 





The committee has received commu- 
nications with respect to this proposed 
legislation from the Federal Security 
Administrator, the Deputy Attorney 
General, and the Administrative Office 
of the United States Courts. These 
communications are printed in an ap- 
pendix to this report. 


General Statement 


Prescription drugs.—There is urgent 
need for affirmative and clear provi- 
sions in the law to deal with the label- 
ing of prescription drugs and the 
restrictions upon their sale. 

The present law prohibits the over- 
the-counter sale of drugs labeled as 
being for prescription sale only, but 
it does this in the following indirect 
manner. 

A drug is required by present law to 
bear “adequate directions for use.” 
This requirement may be relaxed by 
regulations of the Federal Security Ad- 
ministrator when such directions are 
not necessary for the protection of the 
public health. Drugs suitable for use 
only by or under the direction of a 
licensed practitioner have been ex- 
empted from the adequate directions 
requirement on condition that they be 
labeled “Caution—To be dispensed only 
by or on prescription of a physician.” 
If a druggist sells without a prescrip- 
tion a drug bearing this caution label, 
the drug is misbranded and the druggist 
violates the act. 

The present law and regulations do 
not provide a satisfactory method for 
determining the drugs which properly 
fall within the prescription class. Fur- 
thermore, these matters should be regu- 
lated by specific statutory provisions 
rather than, as at present, largely 


through administrative regulations. 
Under the present regulation the re- 

tail druggist is often unable to know, 

until the question is settled by litiga- 


tion, whether a particular drug can be 
sold on prescription only. The regu- 
lation requires the prescription legend 
on drugs which are generally regarded 
as safe and efficacious for use only 
under medical supervision. All other 
drugs are required to bear adequate 
directions for use, and this means direc- 
tions adequate for a layman to follow. 
The initial responsibility is upon the 
manufacturer to decide whether his 
drug belongs in one class or the other. 


If a manufacturer decides that his 
drug is suitable for use only under 
medical supervision, and labels it with 
the prescription legend, it is neces- 
sary, if the Administrator disagrees on 
the basis of expert advice to that effect, 
to bring a criminal prosecution, a seiz- 
ure action, or an injunction to require 
that the legend be taken off and ade- 
quate directions for use written. On 
the other hand, if the manufacturer 
decides that his drug is suitable for 
use by a layman without consulting a 
physician, and labels it with directions 
for use, but the Administrator 
agrees on the basis of expert advice 
to that effect, an action must be brought 
charging that the drug violates either 
section 502 (a) by being represented 
falsely to be safe and effective for lay 
use or section 502 (j) because the drug 
may be dangerous to health when used 
as directed. Litigation, at best, is a 
slow process and can be directed at 
only one party and one product at a 
time. It is not a satisfactory method 
for establishing correct future labeling 
of a particular drug regardless of who 
manufactures it. 


dis- 


The practical effect of the present 
regulatory system has been great con- 
fusion in the use of the prescription 
legend. Many products of identical 
composition, placed on the market by 
different manufacturers, were shown to 
the committee in a practical demonstra- 
tion of the druggists’ dilemma. One 
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would bear the prescription legend while 
another of the same composition would 
provide directions for use. 

For example, a sample of precipitated 
chalk manufactured by one manufac- 
turer was labeled with the legend: 

Caution: To be dispensed only by 
or on the prescfiption of a physician, 
dentist, or veterinarian, or otherwise 
used only for manufacturing purposes. 
This restriction applies only to medici- 
nal uses. 

Another sample of the same drug 
manufactured by a different manufac- 
turer carried the following directions 
for use: 

Antacid—Average dose: one-quarter 
teaspoonful in water. May also be 
used as a tooth powder. 

Another example involved strychnine 
sulfate in small doses (one-sixtieth 
grain). This drug manufactured by one 
manufacturer carried the legend: 

Caution: To be dispensed only by 
or on the prescription of a physician. 

The same drug manufactured by 
another manufacturer carried the fol- 
lowing directions for use: 

To improve appetite and digestion. 
For adults only: 1 tablet before meals. 
Other doses as prescribed by physician. 
Warning: Do not take more than 6 
tablets in 24 hours. 

A third example involved dehydro- 
cholic acid. This drug manufactured 
by one manufacturer carried the cau- 
tion legend: 

To be used only by or on the pre- 
scription of the physician. 

The identical drug produced by another 
manufacturer carried the following di- 
rections for use: 

Dosage: Adults—1 tablet 3 times 
daily with or after meals. Children— 
Only under the direct supervision of 
a physician. 

In the presence of jaundice, this prod- 


uct should be used only under the 
direction of a physician. 
It should be noted that these di- 


rections for use do not state the condi- 
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tion for the treatment of which this 
particular drug is to be used. 

Also presented were samples of 
acetophenetidin and acetophenetidin 
with salol which, as manufactured by 
one manufacturer, carried the caution 
legend, and as manufactured by another 
manufacturer carried directions for use. 

Some products were shown to the com- 
mittee which had something like the 
prescription legend and also recom- 
mended dosages. The druggist would 
not even know, in such a case, the class 
in which the manufacturer intended to 
place such drugs. 

For example, in the case of ammo- 
nium chloride (7% grains), one manu- 
facturer labeled this drug with a caution 
legend: 

Caution: To be dispensed only by or 
on the prescription of a physician. 
manufuactured by 
fol- 


The same drug 
another manufacturer carried the 
lowing legend: 

Adult dose—one or two tablets re- 
peated as directed by the physician. 
thyroid 


A second sample involved 


tablets. One manufacturer labeled this 
drug: 

Caution: To be dispensed by or on 
the prescription of a physician. Indis- 
criminate use may be harmful. 

Another manufacturer labeled the 


identical drug as follows: 

Directions: To be used on advice or 
prescription of a physician. 

It should be noted that while the 
“directions” refer to prescription of a 
physician, confusion is caused to the 
druggist by failing to use the standard 
caution legend prescribed by the regu- 
lations. 

A third example involves quinidine 
sulfate. One manufacturer labeled this 
drug with the standard caution legend: 

Caution: To be dispensed only by 
or on the prescription of a physician. 

Another manuufacturer labeled the 
same product with the following legend: 

Adult dose—1 tablet as directed by 
the physician. 
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An example of three different labels 
for the same drug was also presented. 
Methenamine was labeled by the first 
manufacturer: 


Adult dose—1 to 3 tablets as directed 
by the physician. 

The second manufacturer labeled 
this product: 


Caution: To be used only by or on 
the prescription of a physician. 

The third manuufacturer labeled this 
drug with the following directions for 
use: 

Dose: As a urinary antiseptic, 1 
tablet with a large glass of water twice 
a day for not longer than 7 days. 
Urine should be kept acid. Other 
dosage or uses as directed by physician. 

The confusion existing under present 
law has resulted in inadequate protec- 
tion of the public health. In a situation 
where the druggist is uncertain as to 
the drugs which may be dispensed only 
on prescription, it is inevitable that 
there have been many cases of indis- 
criminate and unauthorized over-the- 
counter sales of dangerous drugs and 
other drugs which should be used only 
under medical supervision. 


The committee believes that the pres- 
ent public health problem in connec- 
tion with the unlawful labeling and 
dispensing of prescription drugs exists 
largely because the present law is not 
clearly and affimatively expressed in 
the statute. The overwhelming majority 
of drug manufacturers and pharmacists 
are anxious to comply with provisions 
of law which they can understand. In 
contrast with the present law, this pro- 
posed legislation will be clear and 
readily understood. It is believed that 
after this legislation is enacted the 
need for enforcement, through criminal 
action, seizure, and injunction, will 
arise only in the cases of a few violators 
who are oblivious to their obligations 
to society. 

Under the bill, as amended, three 
types of drugs will be limited to pre- 
scription sale, namely, habit-forming 
drugs, “dangerous” drugs, and new 
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drugs which, under the present law, 
already may be limited to use under 
professional supervision. The confu- 
sion under present law exists primarily 
with respect to “dangerous” drugs, that 
is, those not suitable for self-medica- 
tion. The bill provides a workable 
method by which clear determinations 
can be made, at the earliest practicable 
time, as to whether particular drugs 
are “dangerous” drugs. Such deter- 
minations will be made by the Federal 
Security Administrator on the basis 
of a statutory standard, and a list of 
such drugs will be formulated. The 
Administrator’s determinations will be 
subject to judicial review. 

All drugs which, by the amended 
bill, are restricted to prescription sale 
must carry the prescription legend: 
“Caution—Federal law prohibits dis- 
pensing without prescription.” No other 
drugs will be permitted to carry this 
prescription label. The latter drugs, 
as required by the present law, must 
carry adequate directions for use tell- 
ing the user what the drug is for and 
how it is to be used. 


The bill, as amended, expressly pro- 
vides that the drugs limited to prescrip- 
tion sale (when intended for human 
consumption) shall be dispensed only 
upon a written or oral prescription of 
a licensed practitioner. Oral prescrip- 
tions will be permissible only when 
promptly reduced to writing by the 
pharmacist and filed by him. Refilling 
of prescriptions will be permissible only 
if authorized in the original prescrip- 
tion or by an oral order of the licensed 
practitioner which is promptly reduced 
to writing by the pharmacist and filed 
by him. 


This legislation will provide for cer- 
tainty which is lacking under the pre- 
sent law and which is very important 
to the enforcement agency, to the retail 
druggist, and to the public. The com- 
mittee believes that these changes in 
the law will impose no hardship on the 
reputable manufuacturer and will, in- 
deed, afford him a means of knowing, 
before he subjects his products to seiz- 
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ure and himself to prosecution, whether 
his drug must be labeled for prescrip- 
tion dispensing or for over-the-counter 
sale. 


Certainty is important to the enforce- 
ment agency because it permits more 
effective enforcement through appro- 
priate control over drugs that are too 
dangerous, or otherwise unsuitable, to 
be used by a layman without medical 
diagnosis or supervision. Under this 
proposed legislation it will be possible 
to prevent injury to the public, as con- 
trasted with the present system which 
is largely concerned with punishing 
past violations. 


Oral prescriptions.—Another phase 
of the present law which needs modi- 
fication and clarification is with respect 
to the filling and refilling or oral, or 
telephone, prescriptions. The present 
law does not recognize the practice of 
dispensing drugs on oral prescription. 
For the convenience of the public, the 
retail druggist, and the physician, the 
committee feels that the filling and 
refilling of prescriptions on oral order, 
under proper safeguards, should be per- 
mitted. The bill, as amended, contains 
appropriate provisions, explained below 
in this report, which deal with this 
question, 


Refilling prescriptions.— The Food 
and Drug Administration has found 
that a serious public-health problem 
exists in the indiscriminate refilling of 
prescriptions for dangerous and habit- 
forming drugs. Examples were cited in 
which death resulted from unauthorized 
refillings of prescriptions for barbitu- 
rates and benzedrine. A 45-year-old 
man, father of two children, was found 
dead in 1950 from an overdose of bar- 
biturates obtained on a _ prescription 
written in 1945 or 1946. Investigation 
revealed that the original prescription 
had been refilled many times without 
consulting the prescribing physician. 
The man became addicted to this habit- 
forming drug and shortly before his 
death was taking many times the thera- 
peutic dose to satisfy his cravings. His 
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death would not have occurred had 
the physician’s instructions been followed. 

The benzedrine death occurred in 
1950, 13 years after the original pre- 
scription was written. The widow stated 
that the prescription had been repeat- 
edly refilled during that time. The 
physician had last seen the deceased in 
1937 and at that time had written a 
prescription for 14 10-milligram tablets. 
The amount dispensed in the refills had 
substantially increased until just before 
his death this man was taking as much 
as 25 tablets a day. The prescribing 
physician stated that he had not in- 
tended that the patient take more than 
the original 14 tablets which he pre- 
scribed. 

The Food and Drug Administration 
has interpreted the existing law to 
prohibit the unauthorized refilling of 
prescriptions for all drugs. This inter- 
pretation, which is doubtless justified 
by the terms of the present law, is 
needlessly restrictive in making illegal 
the refilling of prescriptions for those 
drugs that can be bought over the 
counter without prescriptions. Further- 
more, it is difficult for the enforcement 
official to meet the refill problem as it 
relates to dangerous and habit-forming 
drugs when that matter is not expressly 
dealt with in the statute. 
included in the 
provisions, 


The committee has 
bill, as amended, express 
explained below in this report, to clarify 
the present law with respect to the re- 
filling of prescriptions. 


Determination of What Drugs Are 
Prescription Drugs 


CONFLICTING LEGISLATIVE 
RECOMMENDATIONS 


The committee was confronted with 
a dilemma in that the trade and profes- 
sional organizations representing the 
different interested groups have made 
conflicting recommendations, The Na- 
tional Association of Retail Druggists, 
on the one hand, has urged that in 
the interest of achieving the greatest 
possible certainty for the retail drug- 
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gists and the general public, the Fed- 
eral Security Administrator should be 
vested with the power to determine on 
the basis of a statutory standard, but 
subject to judicial review, which drugs 
are to be sold on prescription only. 
The drug manufacturers, on the other 
hand, represented by the American 
Pharmaceutical Manufacturers’ Asso- 
ciation, the American Drug Manufac- 
turers’ Association, and the Proprietary 
Association, and those pharmacists who 
are represented by the American Phar- 
maceutical Association, have opposed 
the vesting of any such authority in a 
Federal official. They have contended 
that the determination of which drugs 
may be sold only on prescription should 
be left to judicial determination, on the 
basis of a statutory standard, in court 
proceedings (seizure, criminal prose- 
cution, or injunction) instituted by the 
Federal enforcement officials. 


THE COMMITTEE’S DECISION 


The committee has thoroughly studied 
the arguments adduced by both sides 
in favor of their respective proposals. 
It has come to the conclusion that ad- 
ministrative determination, subject to 
judicial review, gives the greatest pro- 
mise of effectively relieving the retail 
druggists and the general public from 
the presently existing confusion. This 
decision has been made somewhat re- 
luctantly because the committee is deeply 
conscious of the fact that the power 
to determine which drugs are prescrip- 
tion drugs and which are over-the- 
counter drugs is one which affects drug 
manufacturers, drug wholesalers, re- 
tail druggists, pharmacists, physicians, 
and, last but not least, the general 
public. The reasons for the commit- 
tee’s decision are set forth below. 


PROPOSED STATUTORY LIST 


The committee studied the question 
of whether such a grant of power to an 
administrative officer could be avoided 
by inserting in the bill a list of drugs 
that may be sold on prescription only. 
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The committee, however, has come to 
the conclusion that such a list could 
be formulated only after extensive hear- 
ings involving expert testimony with 
respect to each drug that might be 
placed on this list. Furthermore, over 
the years, a statutory list of prescrip- 
tion drugs would prove too inflexible 
to keep pace with the rapid changes 
and developments occurring in the drug 


field. 


CASE-BY-CASE JUDICIAL 
DETERMINATION 


The committee gave careful consid- 
eration to the proposal of the drug 
manufacturers that the determination 
of which drugs may be sold only on 
prescription should be left solely to 
judicial determination in seizure, in- 
junction, and criminal cases. 


Testimony was presented that this 


case-by-case method of judicial deter- 
mination would unnecessarily and un- 
fairly involve retail druggists in court 


proceedings. This would come about, 
so the retail druggists argue, because 
the Federal Security Administrator 
would continue to have the power, which 
he now has and which he now exer- 
cises, to seize drugs on the shelves of 
retail druggists (or to institute injunc- 
tion or criminal proceedings against 
druggists) primarily for the purpose of 
bringing test cases to determine whether 
the drugs in question are prescription 
drugs or over-the-counter drugs. Not 
infrequently, unfavorable publicity re- 
sults from such seizures or court pro- 
ceedings to the great damage of the 
druggist, injuring him not only finan- 
cially but also lowering his standing 
in the community. 


The committee feels that the institu- 
tion of test cases to determine for the 
future whether a given drug may be 
sold only on prescription or may be 
sold over the counter does not con- 
stitute a desirable and effective use of 
the judicial process. Actually, in such 
cases, the Government would not be 
seeking primarily the decision of the 
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court that a particular person had vio- 
lated the law. It would be seeking a 
determination of the court that drug 
“A,” for example, is too dangerous for 
self-medication, and that, therefore, in 
the future, it should be sold only on 
prescription, or conversely, that drug 
“B” which was labeled with the pre- 
scription legend, and which failed to 
set forth on its label proper directions 
for use, was actually a safe drug which 
could be sold over the counter. 


CONSIDERATIONS WHICH IN- 
FLUENCED THE COMMIT- 
TEE’S DECISION 


The considerations which have in- 
fluenced the committee in its decision 
to provide for administrative deter- 
mination subject to judicial seview may 
be summarized as follows: 

First. The administrative process will 
involve as parties only those primarily 
interested, namely, the drug manufac- 
turers. It would not involve the retail 
druggists, whose interest is limited to 
securing certainty as to how they may 
sell a given drug. 

Second. The task of determining 
which drugs shall be sold only on pre- 
scription is, in its nature, essentially 
a legislative or rule-making function, 
unsuited for solution solely through 
the judicial process. 

Third. The committee’s decision is 
entirely consistent with the one made 
in 1938 when Congress gave the Admin- 
istrator the authority to list habit-form- 
ing derivatives of the drugs named in 
section 502 (d), and it has not been 
suggested that that authority has been 
abused. 

Fourth. In the opinion of the com- 
mittee the judicial-review provisions 
afford adequate protection against arbi- 
trary or legally unjustified action on 
the part of the Administrator. This 
particular phase is discussed below in 
greater detail under the heading “Judi- 
cial review.” 

Fifth. If the proposal of the drug 
manufacturers were adopted, great con- 
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result from conflicting 
court decisions with respect to the 
same drug in different jurisdictions. 
One United States district court might 
hold that a given drug was dangerous, 
judged by the statutory standard, while 
another district court might hold the 
opposite. There are more than 80 
United States district courts. Even if 
all of the cases were tried without 
juries, it would be almost beyond the 
realm of possibility that uniformity 
could be obtained. With the vagaries 
of the jury system, it is believed that 
uniformity of decisions would be wholly 
impossible. One firm might obtain a 
judgment favorable to it that a partic- 
ular drug was safe for over-the-counter 
sale, while others in the industry were 
required to limit it to prescription sale. 


fusion might 


From a public-health standpoint, the 
users of drugs should not be subjected 
to the hazards of delay incident to 
litigation. A recent hormone case, de- 
cided in favor of the Government by 
the United States Court of Appeals for 
the Ninth Circuit, took more than 2 
years in litigation in order to limit the 
drug to prescription use under existing 
law. The drug was capable of causing 
accelerated growth of cancer of the 
prostate, a condition not uncommon in 
the fifties and sixties. While the litiga- 
tion was in progress irreparable injury 
was done. Under the suggestion to use 
the case-by-case method of judicial de- 
termination, the druggist, on whom the 
the burden of prosecution would fall 
most directly, would be in a very dif- 
ficult position. He would have to deter- 
mine at his risk whether a drug which 
the manufacturer had labeled with di- 
rections for use for over-the-counter 
sale had been correctly classified. He 
would follow the label only at his peril. 


Finally, it is difficult to understand 
why the drug manufacturers them- 
selves should prefer to have their prod- 
ucts seized or to be proceeded against 
in criminal cases merely toward the 
end of securing a determination as to 
whether a particular drug is or is not 
a prescription drug. 
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LIMITATIONS ON ADMINISTRA- 
TOR’S POWERS 


The committee recognizes that the Fed- 
eral Security Administrator is not, and 
should not be expected to be, an ex- 
pert qualified to decide which drugs 
should be sold on prescription only 
and which should be sold freely over 
the counter. Therefore, in the bill, as 
amended, the committee has provided 
that the Administrator is to make this 
determination on the basis of a statu- 
tory standard. The standard which 
he is to apply is essentially the same 
standard presently contained in the 
regulations of the Federal Security 
Administrator promulgated under sec- 
tion 502 (f) of the Federal Food, Drug, 
and Cosmetic Act. That standard has 
been accepted by the drug trade as 
proper and adequate, and representatives 
of drug manufacturers, appearing before 
the committee, urged that it be written 
into the law as the basis for case-by- 
case judicial determinations. 


Under this standard a drug will be 
adjudged a prescription drug if be- 
cause of its toxicity or any other po- 
tentiality for harmful effect, or the 
method of its use, or the collateral 
measures necessary to its use, it is 
unsafe or inefficacious for use without 
professional supervision. In applying 
this standard to a given drug, the Ad- 
ministrator is directed to follow the 
opinions generally held among experts 
qualified by scientific training and ex- 
perience to evaluate the safety and 
efficacy of the drug in question. If 
any interested party desires a public 
hearing on whether a particular de- 
termination by the Administrator on 
that basis is justified, he may demand 
such a hearing. At the hearing the 
evidence taken will be evidence pre- 
sented by qualified experts. The Ad- 
ministrator must base his action, after 
the hearing, on the testimony given 
by such experts, not on his own per- 
sonal views. In short, the committee 
amendment, in effect, places the Fed- 
eral Security Administrator in the role 
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of collecting informed medical opinions 
and, in either placing the drug on the 
prescription list or deciding that the 
drug is suitable for over-the-counter 
sale, he merely reflects the opinions 
generally held among medical experts. 


By incorporating this standard in 
the law and by specifying the process 
to be used by the Administrator in 
applying it, the committee believes it 
has achieved a practical and equitable 
solution of the dilemma in which it 
found itself as a result of the conflicting 
legislative recommendations submitted 
by the trade and professional organiza- 
tions in the drug field. 


EFFICACY OF DRUGS 


The standard which the bill, as 
amended, would write into the law 
(subparagraph (B) of paragraph (b) 
(1) of the amendment) contains the 
words “efficacy” and “efficacious.” The 
use of these words has given rise to 
some apprehension, particularly on the 
part of manufacturers of proprietary 
drugs (patent medicines), that the 
Federal Security Adminstrator might 
have the power to determine which 
drugs are “efficacious” or “effective” 
and which are not. It may be stated 
unequivocally that this provision is not 
intended to grant any such power to 
the Administrator, nor does it lend it- 
self in any way to such an interpreta- 
tion. 


The provision provides for a deter- 
mination by the Administrator whether 
a given drug— 


on the basis of opinions generally held 
among experts qualified by scientific 
experience to evaluate the safety and 
efficacy of such drugs * * * [is] * * * 
safe and efficacious for use only after 
professional diagnosis by, or under the 
supervision of, a practitioner licensed by 
law to administer such drug; * * *. 


The question to be determined by 
the Administrator on the basis of ex- 
pert opinion, therefore, is not whether 
a drug is efficacious but whether it can 
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be used efficaciously without profes- 
sional diagnosis or supervision. 


The provision assumes that the drug 
is effective in the hands of a physician, 
and the reason for putting it on the 
prescription list is that it is only effec- 
tive when used under professional 
supervision. 


For example, no qualified person 
questions the efficacy of quinidine sul- 
fate in the treatment of certain heart 
diseases. However, in view of the seri- 
ous nature of the disease and the 
necessity of adjusting the dose to the 
individual patient’s need, the drug ob- 
viously cannot be used with efficacy 
except when used under professional 
supervision. While the drug is not 
dangerously toxic, the user may never- 
theless die if in the course of self- 
medication he should fail to take a 
dose which is suited to his individual 
needs. 


JUDICIAL REVIEW 


A determination by the Administra- 
tor, though based on expert testi- 
mony, will be reviewable by the courts. 
By making applicable the provisions of 
section 701 (f) and (g) of present law, 
the amended bill will insure that any 
interested person may obtain judicial 
review by a United States court of 
appeals and, upon certiorari, by the 
Supreme Court of the United States. 


The reviewing court will have power 
to set aside the Administrator’s order 
if it is not in accordance with law, and 
the Administrator’s findings as to the 
facts will be conclusive only if sup- 
ported by reliable, probative, and substan- 
tial evidence on the record considered 
as a whole. 


The bill, as introduced, proposed to 
permit any interested person dissatis- 
fied with a determination of the Ad- 
ministrator to secure judicial review in 
the nature of a trial de novo in a court 
of appeals of the United States. This 
provision was intended to give to an 
aggrieved party the greatest possible 
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insurance of fairness and justice. How- 
ever, the committee is convinced that 
no matter how well intended, this pro- 
posal was impractical. 


The committee came to this con- 
clusion largely on the basis of the 
very earnest presentation made by the 
Honorable Harold M. Stephens, Chief 
Judge of the United States Court of 
Appeals for the District of Columbia 
Circuit, speaking on behalf of, and by 
direction of, the Judicial Conference of 
the United States. The gist of Judge 
Stephens’ testimony was that the needs 
of the United States courts demand 
that the judicial review of administra- 
tive determinations be limited to a 
review of whether the administrative 
determination is based on reliable, pro- 
bative, and substantial evidence con- 
sidering the whole record made before 
the administrative agency. This is the 
extent and character of review pro- 
vided for under the provisions of the 
Administrative Procedure Act, enacted 
in 1946. 


It was pointed out by Judge Stephens 
that the United States courts of ap- 
peals are appellate courts and not trial 
courts, and that such courts for several 
reasons are not equipped to handle 
trials. First, the United States courts 
of appeals are three-judge courts. It 
has been the experience of the United 
States courts that trials are conducted 
more efficiently by single judges than 
by three or more judges. Questions 
involving the admissibility of evidence, 
for example, have to be determined 
frequently and promptly in the course 
of a trial. While a single judge can 
rule on these questions as they occur 
without delay, three judges would have 
to confer on each issue as it was raised 
and such conferences involve neces- 
sarily delay, thus making the trial a 
cumbersome affair. Furthermore, United 
States courts of appeals, being appel- 
late courts rather than trial courts, do 
not have jury boxes in their court- 
rooms, do not have jury lists, and do 
not have jury rooms. All of these 
considerations militate against pro- 





REPORTS TO THE READER 
viding for de novo trials in United 
States courts of appeals. 


If, on the other hand, the district 
courts of the United States were to be 
required to determine the validity of 
administrative determinations in all 
instances on the basis of de novo trials, 
such a great additional burden would 
be placed upon these courts that the 
number of Federal district court judges 
would have to be greatly increased. 


Furthermore, Judge Stephens pointed 
out with great emphasis that recent de- 
cisions of the Supreme Court of the 
United States (Universal Camera Corp. 
v. N. L. R. B. and Labor Board v. 
Pittsburgh S. S. Co., decided February 
26, 1951) insure that the ordinary and 
usual type of judicial review of admin- 
istrative action (which is the type pro- 
vided for by this bill, as amended, and 
by the Administrative Procedure Act) 
affords full protection against arbitrary 
or legally unjustified action by admin- 
istrative officials. 

In addition to the foregoing objec- 
tions to the proposal to provide for 
judicial review in a trial de novo, it is 
believed that the proposal might be 
unconstitutional on the ground that 
it would seek to have Federal “consti- 
tutional” courts exercise a function 
which is essentially legislative or ad- 
ministrative, rather than judicial. This 
point is discussed in the letters from 
the Deputy Attorney General and the 
Federal Security Administrator printed 
in the appendix to this report. 


Oral Prescriptions 


The bill, as amended, contains pro- 
visions which give statutory recogni- 
tion to the frequent practice engaged 
in by physicians of using the telephone 
to transmit prescriptions to a pharma- 
cist. The use of the telephone in pre- 
scribing medicines is of great convenience 
to the users of such medicines and is, 
in some areas of this country, essential 
to the public health. The statutory recog- 
nition of oral prescriptions proposed by 
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the bill does away with the unrealistic 
provisions of the present Federal Food, 
Drug, and Cosmetic Act which recognizes 
a written and signed prescription only. 
The committee amendment would per- 
mit the use of oral prescriptions in the 
case of all drugs. However, in case of 
habit-forming drugs, dangerous drugs, 
or new drugs which are limited to pre- 
scriptions, an oral prescription would 
have to be reduced promptly to writing 
and filed by the pharmacist. 


The committee gave serious consid- 
eration to whether it was desirable to 
place additional safeguards on oral 
prescriptions. However, it was deter- 
mined that the admittedly limited safe- 
guards provided for in the committee 
amendment would be adequate until 
the need for more rigid requirements 
has been proven by experience. 


If the committee amendment is en- 
acted into law, it is hoped that the 
Commissioner of Food and Drugs will 
observe closely the effect of the pro- 
visions with respect to oral prescrip- 
tions and will report to the responsible 
committees of both Houses any abuses 
that might develop as a consequence 
of the relaxation of the written pre- 
scription requirement now contained 
in the Federal Food, Drug, and Cos- 
metic Act. 


Refilling Prescriptions 


The bill, as amended, deals expressly 
with the troublesome problem of re- 
filling prescriptions. Under the present 
law a drug dispensed on a “written 
prescription, signed by a physician,” is 
entitled to certain limited exemptions 
from the labeling requirements that 
ordinarily apply to drugs. Through 
the force of these exemptions, drugs 
sold on written prescriptions are not 
misbranded even though they fail to 
meet the labeling requirements of the 
act. The Food and Drug Administra- 
tion, relying upon its understanding 
of what is meant by a “written pre- 
scription,” has taken the position that 
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a drug dispensed by refilling a pre- 
scription without the knowledge or 
consent of the prescriber is not dis- 
pensed on prescription and thus is not 
exempt from the labeling provisions 
of the act. Without such exemption, 
the drug is misbranded by dispensing 
it without the prescriber’s authorization. 


This administrative position meets the 
public health problems found to exist by 
reason of the indiscriminate and unau- 
thorized refilling of prescriptions for 
dangerous drugs and for other drugs 
that require medical supervision for 
their effective use. Some drugs, such 
as amphetamine (benzedrine) and the 
barbiturates, are desired by addicts and 
others for nonmedical use. The records 
of the Food and Drug Administration 
contain the stories of broken homes 
and human derelicts that the improper 
use of these drugs has caused. Other 
drugs in the prescription-only class 
may cause irreparable injury before 
the user knows that the drug is having 
any physiological effect upon him. But 
the present law, interpreted to reach 
these abuses existing in connection 
with the refilling of prescriptions, also 
prohibits the refilling of prescriptions 
for drugs that are not dangerous and are 
entirely suitable for use by a layman 
without medical supervision. Further- 
more, if the refilling of prescriptions 
for dangerous drugs and drugs which 
require medical supervision in their 
use is to be controlled, the statute it- 
self should contain express provisions 
providing for such controls. 


The bill, as amended, meets this sit- 
uation by providing that when drugs 
are prescribed which are safe and effec- 
tive for lay use without medical super- 
vision, and which could be bought 
freely over the counter without a 
prescription, the prescriptions may be 
freely refilled. But as to drugs which 
are habit-forming, or which are safe 
and efficacious only after medical diag- 
nosis has been made or when medical 
supervision is exercised, and as to drugs 
which are restricted by new drug ap- 
plications to use under medical super- 
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vision, the bill provides that prescriptions 
cannot be refilled unless the prescriber 
has expressly authorized the refill. This 
authorization may be either written or 
oral, but if it is given orally the dispenser 
must promptly reduce the authorization 
to writing and file it. 


MINORITY REPORT 


We do not have any objections to the 
provisions of the bill which give authority 
for the filling and refilling of oral or 
telephone prescriptions. The present law 
does not recognize oral prescriptions, and 
we agree with the majority that, for the 
benefit of the public, the physician, and 
the retail druggist, the filling and refilling 
of oral prescriptions, under proper safe- 
guard should be permitted. We also 
approve restricting the refilling of 
prescriptions dispensing dangerous drugs, 
except when authorized orally or in 
writing by the physician. We believe 
that the enactment of the foregoing 
provisions of the bill is as far as 
Congress should go at this time in 
making changes in the present law 
with respect to the labeling and dis- 
pensing of drugs. The remaining pro- 
visions would make basic changes in 
the method of determining which drugs 
are dangerous and may be sold only on 
prescription, and which drugs are safe 
and may be sold over the counter. We 
think the present method, which leaves 
this determination to the courts, should 
be left unchanged except that a proper 
standard to be applied in determining 
whether a drug is dangerous should be 
incorporated in the statute. 


Basis for Objections 


The most objectionable feature of the 
bill lies in the provision which would 
give the Federal Security Administrator 
the power to determine the category in 
which a drug should be placed. In other 
words, the Administrator would decide 
by the issuance of regulations the drugs 
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which could be sold only upon pre- 
scription and, by the process of exclu- 
sion, those which could be sold over 
the counter without prescription. This 
we believe to be a dangerous delega- 
tion of authority to the Federal Secur- 
ity Administrator and one that is 
wholly unnecessary. Moreover, instead 
of solving the problems of the public, 
the retail druggist and the physician, 
it will add to present difficulties by 
increased bureaucratic regulation. 


Admittedly, there is some degree of 
confusion today arising from labeling 
policies by drug manufacturers. In 
some instances one company will label 
a drug for prescription sale only, while 
another will label the same drug for 
over-the-counter use. But there is a 
remedy for this situation under exist- 
ing law. If a drug manufacturer places 
a dangerous drug on the market with- 
out a proper caution label against non- 
prescription use, he may be prosecuted 
criminally, and the Government may 
seize his product. Similarly, if a drug 
manufacturer labels a harmless drug 
for prescription use only he may like- 
wise be proceeded against for errone- 
ous labeling. If a druggist dispenses 
a drug which the manufacturer has not 
properly labeled he is not subject to 
prosecution while acting in good faith. 


Retail druggists have been told that if 
this bill passes they could then rely upon 
the label of the manufacturer and safe- 
ly dispense all drugs in accordance 
therewith. But such is far from being 
the case. Under the amended bill the 
druggist could not safely dispense any 
drug without referring to the regula- 
tions of the Federal Security Adminis- 
trator. If he sold a drug contrary to 
the regulations of the Administrator 
he would be subject to prosecution and 
the defense of good faith would not be 
available to him. 


The Druggists’ Dilemma 


It is reliably estimated that if this bill 
became a law on its effective date approx- 
imately 30,000 drugs would be subject to 
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regulation. This would mean that every 
druggist in the country would have to 
obtain copies of the Security Adminis- 
trator’s regulations from the Federal 
Register, and go over his entire inven- 
tory and relabel his drugs in conform- 
ity with such regulations. This initial 
task would be a tremendous burden to 
the average druggist, but his troubles 
wouldn’t end there. Thenceforth, he 
would have to review the regulations 
in the Federal Register from day to 
day and week to week in order to be 
sure that he was complying with the 
Administrator’s list. 


We are all familar with the problems 
that beset the small-business man to- 
day because of OPS and other bureau- 
cratic regulation. For Congress to 
impose the additional regimentation 
upon the already harried and frustrated 
small-business man is not only un- 
reasonable but ridiculous. 


We maintain, therefore, that the 
present system of determining prescrip- 
tion drugs by judicial process on a 
case-by-case basis is much to be pre- 
ferred over the suggested remedy, 
which would create more headaches 
than it would solve. We have been 
constrained to disagree with the major- 
ity and to file this report because we 
are convinced that the bill as reported 
constitutes an excessive and entirely 
unwarranted grant of discretionary 
power to the Federal Security Admin- 
istrator. 


Regulation of the Drug Industry 


The exemption of prescription refills 
and of oral prescriptions from certain 
labeling requirements of the Federal 
Food, Drug, and Cosmetic Act has 
been availed of for the advancement of 
a plan to regulate the drug industry. 
The bill as reported empowers the Ad- 
ministrator to restrict to prescription 
sale all articles included within the 
broad definition of the word “drug” 
which he has determined to be “safe 
and efficacious for use only after pro- 
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fessional diagnosis by, or under the 
supervision of, a practitioner licensed by 
law to administer such drug.” 


The word “drug” as defined in the 
Federal Food, Drug, and Cosmetic 
Act, means: (1) articles recognized in 
the United States Pharmacopoeia, the 
Homeopathic Pharmacopoeia of the 
United States, and the National For- 
mulary; (2) articles intended for use 
in the diagnosis, cure, mitigation, treat- 
ment, or prevention of disease in man 
or other animals; (3) articles (other 
than food) intended to affect the struc- 
ture or any function of the body of 
man or other animals; and (4) arti- 
cles intended for use as a component 
of any of the foregoing articles. 


This definition includes 
compounds, mixtures, and fabrications 
of all kinds and forms used, or in- 
tended to be used, for the purposes 
above stated. There was testimony 
at the hearings that there are approxi- 
mately 30,000 such “drugs.” Any such 
drug intended for use by man which 
“on the basis of opinions generally held 
among experts qualified by scientific 
training and experience to evaluated 
[sic] the safety and efficacy of such drug” 
the Administrator determines “to be 
safe and efficacious for use only after 
professional diagnosis by, or under the 
supervision of, a practitioner licensed 
by law to administer such drug,” shall 
be thereby restricted to sale only on 
prescription. 

The bill grants the Administrator 
authority to separate all drugs into 
two classes—prescription and over the 
counter. Notwithstanding the major- 
ity report’s references to “dangerous” 
and “potent” drugs, this power is not 
confined to them. There is little, if 
any, uncertainty about them. This 
power will find its greatest exercise in 
the wide field of conflicting opinion. 
There, as the testimony shows, “there 
are literally thousands of different 
drug items.” This large field was de- 
scribed by the Administrator, in his 
testimony before the committee, as the 
“twilight zone.” The power to govern 


substances, 
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it administratively would in time, amount 
over-all control of the manu- 
facture, distribution, and administra- 
tion of drugs. And, in the exercise of 
it, the Administrator would have great- 
ly to do not only with the manufacture 
and distribution of drugs, but with the 
practice of pharmacy and medicine. 


to an 


Efficacy of Drugs 


This control is widened by the use 
of the “efficacy” “effica- 
cious.” The majority report labors a 
distinction between the Administrator 
having the power “to determine which 
drugs are ‘efficacious’ or ‘effective’’ 
and his having the power to determine 
whether they “can be used efficaciously 
without professional diagnosis or super- 
vision.” The undersigned do not find 
the distinction to be as clear and as 
easily discernible as the majority pro- 
fesses. Stated either way, the power 
granted to the Administrator is 
in scope, and, in administrative appli- 
cation and interpretation, would in 
time become larger and embrace both 
statements of the authority. 


The majority illustrates with the 
drug quinidine sulfate. More illustra- 
tive, however, is a statement in the Ad- 
ministrator’s testimony. Asked whether 
there is any possibility under the bill 
that a prescription would be required 
for a refill of aspirin, the Administrator 
stated: 


words and 


vast 


Well, as of today, I would say “No,” 
but I think you have to recognize that 
under this bill you might have an 
Administrator who would call a hear- 
ing to put aspirin on the list of danger- 
ous drugs. If he held that aspirin was 
a dangerous drug and that was ap- 
pealed to the circuit court of appeals 
and they upheld it, then you would be 
in that situation. 
attention 


’ 


For further illustration, 
may be drawn to the word “diagnosis.’ 
Drugs which the Administrator deter- 
mines are not safe or efficacious until 
“after professional diagnosis” are to be 
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restricted to prescription sale. It is 
well known that there are some “ex- 
perts” who entertain the view that 
hardly any drug is either “safe” or 
“efficacious” without professional diag- 
nosis; that the layman is not competent 
to diagnose his ailments; and that, with- 
out being able to diagnose, he is all the 
more unable to prescribe for himself. 


Socialized Medicine 


In the opinion of the undersigned, 
there is no doubt that the bill as re- 
ported jeopardizes the traditional right 
of self-medication and choice of remedies. 
Self-medication is not confined to so- 
called “patent medicines.” It embraces 
use by the public of medicaments or 
“drugs” which are sold over the counter 
and which may be purchased without 
prescription, whether or not they are ad- 
vertised direct to the public by newspaper, 
magazine, and radio. The Federal Food, 
Drug, and Cosmetic Act, as enacted in 
1938, recognized the right of self-medica- 
tion, and one of the committee reports 
stated that it was not the purpose of the 
act to restrict self-medication, but to 
make it safe. 

Thousands of articles of a medicinal or 
remedial nature are now lawfully avail- 
able to the people and may be purchased 
without the expense of prescriptions— 
fees to doctors and prescription prices at 
the drug store. The undersigned believe 
that the bill as reported will increasingly 
over the years restrict the number and 
nature of drugs available to the public on 
over-the-counter sale, and thus will grad- 
ually and substantially increase the cost 
of medication. This bill, therefore, could 
very well become a handmaiden of social- 
ized medicine in that as the costs of 
medical care are increased there will be 
corresponding demand by the people for 
governmental relief. 


Control by License 


No grant of administrative power as 
wide in scope and as far-reaching in 
effect and implication as that in this bill 
has heretofore been proposed for the reg- 
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ulation of the drug industry. The grant 
of power in this bill is such as to trans- 
form, as to drugs, the Federal Food, 
Drug, and Cosmetic Act from a control 
by statutorily defined requirements to a 
control by license. 

This proposed control is subject only 
to limited, uncertain, and impracticable 
restraint. It is no restraint to say, as 
the bill does, that the Administrator is 
to make his determination “on the basis 
of opinions generally held among experts 
qualified by scientific training and expe- 
rience to evaluate the safety and efficiacy” 
of drugs. Rather, it is lax to permit ad- 
ministrative authority to be constituted 
and rights of citizens determined on 
“opinions generally held” by persons 
unnamed in and unknown to the stat- 
ute, to be selected and qualified at later 
times by the Administrator himself. 


Practically, this bill shifts the burden 
of proof from the Administrator, who 
would assert the authority, to the citizen, 
who challenges it. The bill provides that 
the Administrator makes his determina- 
tion merely on the basis of opinions of 
experts. If the producer or distributor 
of one of the drugs whose sale is re- 
stricted challenges the Administrator’s 
determination, the bill provides that he 
“may file with the Administrator a peti- 
tion proposing * * * a modification of a 
determination made or proposed to be 
made by the Administrator * * *.” Then 
a sequence of time-consuming and ex- 
pensive steps are begun: 

(1) The Administrator gives public 
notice of the proposal contained in the 
petition and gives to “interested” persons 
an opportunity to present views orally 
or in writing; 

(2) Thereafter, the Administrator 
makes public his action on the proposal ; 

(3) Within 30 days after he makes 
such action public, any “interested” per- 
may file with the Administrator 
objections to such action, stating changes 
proposed, grounds therefor, and _ re- 
questing a public hearing “for the tak- 
ing of evidence of experts who are 
qualified by scientific training and ex- 
perience to testify on the question of 


son 
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whether the drug in question is safe 
and efficacious for use only after pro- 
fessional diagnosis by, or under the 
supervision of, a practitioner licensed 
by law to administer such drug”; 

(4) The Administrator shall then give 
notice and hold a public hearing; 

(5) Thereafter, the Administrator 
shall make his determination and issue 
an order; 

(6) The order shall then be subject to 
“judicial review in accordance with the 
provisions of sections 701 (f) and (g)” 
of the Federal Food, Drug, and Cos- 
metic Act, which are (in part): 

(f) A summons and petition served 
upon the Administrator, whereupon 
the Administrator must certify and file 
in the court the transcript of the pro- 
ceedings and the record on which the 
Administrator based his order; 

(zg) A certified copy of the transcript 
of the record and proceedings shall be 
furnished by the Administrator to any 
interested party at his request, and 
payment of the cost thereof. 

(7) Review of the record by a United 
States Court of Appeals. “The find- 
ings of the Administrator as to the 
facts, if supported by substantial evi- 
dence, shall be conclusive.” 


Conclusion 


We desire to affirm our support of 
that part of the proposed legislation 
referred to in the first paragraph of 
this report. Our objections to the re- 
maining provisions of the bill are 
grounded on the tremendous grant of 
unnecessary power in the hands of the 
Federal Security Administrator. 

LeonArD W. HALL, 
JoserH P. O'Hara, 
Joun B. BENNETT. 


INDIVIDUAL MINORITY 
VIEW 
The undersigned, while concurring in 


the minority report in opposition to the 
vast delegation of authority to the Ad- 
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ministrator, strongly feels that if this 
bill is to become law there should be a 
provision for an appeal and a trial de 
novo in the United States district court. 

Not having had the time to submit 
my individual views to the other signers 
of the minority report, I therefore take 
the responsibility of submitting these 
additional views. 

An appellant who desires a review 
of the record by a United States court 
of appeals, is confronted with the law, 
with reference to the decisions of the 
Federal Security Administrator, as 
follows: 

The findings of the Administrator as 
to the facts, if supported by substantial 
evidence, shall be conclusive. 

The majority of the committee takes 
the position that the Administrator’s 
action under the bill in listing a drug as 
“dangerous,” thereby limiting it to pre- 
scription sale, is subject to judicial re- 
view which will assure those affected 
against abuse of the power granted the 
Administrator. 

With this conclusion I vigorously dis- 
agree. 

The bill provides for judicial review 
under the familiar “substantial evidence” 
rule, which permits the courts to over- 
turn administrative action only if the 
abuse of administrative authority is of a 
most flagrant character. 
has been in- 
“sub- 


In recent years there 
creasing dissatisfaction with the 
stantial evidence” rule, under which the 
findings of fact made by the adminis- 
trative agency are conclusive if sup- 
ported by substantial evidence. 

The following typical statements by 
the Supreme Court give an idea as to 
the limitations under which the courts 
have operated in reviewing administra- 
tive action under the “substantial evi- 
dence” rule: 

* * * (The) court * * * will not con- 
sider the expediency or wisdom of the 
order, or whether, on like testimony, it 
would have made a similar ruling. /nt. 
Com. Comm. v. Union Pacific R. R., 222 
U. S. 541. 
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The order of the Commission * * * 
was not arbitrary but sustained by sub- 
stantial, though conflicting, evidence. 
The courts cannot settle the conflict 
nor put their judgment against that of 
the rate-making body * * *. Jnt. Com. 
Comm. v. Louis. & Nash. R. R., 227 VU. S. 
88, 100. 


If the record contained any substan- 
tial evidence to support the administra- 
tive fact findings, the courts often have 
felt obligated to sustain the administra- 
tive action without reference to how 
heavily such evidence may have been 
outweighed by the countervailing evi- 
dence in the record. Under this limita- 
tion the courts cannot set aside 
administrative action even when it is 
clearly contrary to the manifest weight 
of the evidence. 


The type of judicial review leaves 
much too large an area in which the 
administrative agency has a free hand 
to exercise, in an unfair and unjust 
manner, the power of life and death 
over important elements of the economic 
structure of the country. 


The majority report strongly suggests 
that recent Supreme Court decisions 
(Universal Camera Corp. v. N. L. R. B. 
and Labor Board v. Pittsburgh S. S. Co.) 
have made a change in the law which 
insures operation of the “substantial 
evidence” rule in such manner that full 
protection will be given by the courts 
against unjustified administrative ac- 
tion. These cases held that the courts, 
in determining whether the administra- 
tive action is supported by substantial 
evidence, are under a duty to make 
that determination after consideration of 
the whole record before the administra- 
tive agency. No one can say at this 
time whether, or to what extent, these 
cases will actually change anything so 
far as scope and character of judicial 
review is concerned. There is good 
ground for believing that they merely 
state what the law always has been. 
There is nothing in these cases to in- 
dicate that the Supreme Court would 
regard it as proper for a reviewing 
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court to weigh the evidence in the 
record and, on the basis of its appraisal 
of the evidence, reach its own independ- 
ent judgment as to what the adminis- 
trative action should have been and 
take appropriate action to insure that 
the administrative action conforms to 
the judgment of the court. 


Mr. Justice Frankfurter, speaking for 
the Court in the Universal Camera 
case, made the following statement which 
indicates the narrow limits of judicial 
review under the law as it is interpreted 
in that case: 


To be sure, the requirement for can- 
vassing “the whole record” in order to 
ascertain substantiality does not furnish 
a calculus of value by which a review- 
ing court can assess evidence. * * * 
Nor does it mean that even as to matters 
not requiring expertise a court may dis- 
place the Board’s choice between two 
fairly conflicting views, even though the 
court would justifiably have made a 
different choice had the matter been 
before it de novo. 


In the opinion of the undersigned, 
these cases have no important bearing 
on the fundamental issue here involved. 


The bill as introduced would have au- 
thorized judicial review of the Adminis- 
trator’s action in a proceeding in the 
nature of a trial de novo. In the opinion 
of the undersigned, that type of judicial 
review would afford a proper judicial 
check on administrative abuses. 


Largely on the basis of testimony 
presented to the committee by Judge 
Stephens of the United States Court of 
Appeals for the District of Columbia, 
the committee has rejected this pro- 
posal of the introduced bill. 


To the extent that the testimony 
criticized provision for a de novo trial 
in a United States court of appeals, the 
objections made by Judge Stephens are 
probably sound, but no convincing argu- 
ment has been made against providing 
for de novo review in an appropriate 
United States district court. It may 
be true that review by district courts, 
if provided for in the case of adminis- 
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trative action of every type, would make 
some increase, to a limited extent, of 
cases in United States district courts. 
However, the proposal in the introduced 
bill did not extend to all cases of ad- 
ministrative action, but only to review 
of the action of the Federal Security 
Administrator, under this proposed 
legislation, in listing a drug as a 
“dangerous” drug. This would not re- 
quire any increase in the number of 
United States district judges, in my 
opinion. Furthermore, even if it did, 
that would be a small price to pay for 
judicial review which would effectively 
control abuses in the exercise of the 
vast administrative power which this 
bill proposes to grant to the Federal 
Security Administrator. 


The majority report, apparently on the 
basis of views stated in letters from 
the Federal Security Administrator and 
the Deputy Attorney General of the 
United States, expresses doubts as to 
the constitutionality of any provision 
providing for judicial review of the Ad- 
ministrator’s action in a de novo pro- 
ceeding, on the ground that this would 
seek to have Federal “constitutional” 
courts exercise an improper function— 
that is, one which is legislative or ad- 
ministrative in character, and therefore 
“nonjudicial.” 


The views expressed in the letters 
referred to are based upon a decision 
rendered by the Supreme Court in the 
General Electric case (281 U. S. 464) 
which was decided in 1930. That case 
held that the Supreme Court (being 
a “constitutional” court, i. e., one which, 
because created under the judiciary 
article of the Constitution, can exercise 
only “judicial” powers) could not be 
vested with the power to act as a 
“superior and revising” administrative 
agency in reviewing a decision of the 
Court of Appeals of the District of 
Columbia (which is not a “constitu- 
tional” court) in a case, arising under 
the Radio Act of 1927, in which the 
latter court had exercised de novo re- 
view of action taken by the Federal 
Radio Commission. This, the court said, 


FOOD DRUG COSMETIC LAW JOURNAL—AUGUST, 1951 


was because it could exercise “judicial 
powers only,” and could not “exercise 
or participate in the exercise of func- 
tions which are essentially legislative or 
administrative.” 

The argument is that since United 
States courts of appeals and United 
States district courts are “constitutional” 
courts the principle of the General Elec- 
tric case applies to them, although this 
specific question has never been judicially 
decided. However, even if this is so, de 
novo review of the Administrator’s ac- 
tion would not be barred by the principle 
of the General Electric case. This is 
because of the difference in the nature 
of the function which the court would 
exercise. 


In the General Electric case the basic 
question in issue was whether the public 
convenience and necessity would be served 
by granting an application for renewal 
of a broadcasting license. Under this 
bill, the question in would be 
whether a particular drug is— 


issue 


because of its toxicity or other poten- 
tiality for harmful effect, or the method 
of its use, or the collateral measures 
necessary to its use * * * (determined) 
* * * on the basis of opinions generally 
held among experts qualified * * * to 
evaluate the safety and efficacy of such 
drug * * * to be safe and efficacious 
for use only after professional diagnosis 
by, or under the supervision of, a practi- 
tioner licensed by law to administer 
such drug. 


It will be seen at a glance that the 
bill calls for the application of a 
standard, or test, which is not of the 
same character as that involved in the 
General Electric case. The latter case 
called for the exercise of broad judg- 
ment and discretion in deciding whether 
renewal of a broadcasting license would 
serve “the public convenience and neces- 
sity.” It is not surprising that the Su- 
preme Court took the view that sub- 
stitution of its judgment for that of the 
agency on that question would have 
involved exercise of a nonjudicial func: 
tion, 
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However, under the bill, no similar 
judgment or discretion would have to 
be exercised by the court. In applying 
the standard, or test, provided for by 
the bill a court would be determining 
whether a particular drug was or was 
not included within its terms. The func- 
tion of the court would not be essentially 
different from that exercised by courts 
every day. It would merely call for 
application of a statutory standard to 
the facts of a particular case. 
connection, it is 
mind that the 


In this 
to bear in 


important 
standard 


written into the bill is essentially the 
same as that now contained in the regu- 
lation (prescribed under section 502 (f) 
of the act) which differentiates “dang- 
erous” drugs (which may be sold only 
on prescription) from those drugs which 
(if they bear adequate directions for 


use) may be safely sold over the 
counter. In criminal prosecutions, and in 
seizure and injunction proceedings, in- 
volving alleged misbranding, the out- 
come of the case may depend upon the 
application by the court to the facts of 
the case of this standard prescribed in 
the regulation. If the courts exercise a 
“judicial” function in applying this 
standard in criminal, seizure, and in- 
junction actions, how can it be reason- 
ably contended that a court would be 
called upon to exercise a “nonjudicial”’ 
function in applying essentially the 
same standard in de novo review of the 
Administrator’s action ? 

Furthermore, it was urged before the 
committee that this same standard be 
written into the bill as the basis for 
case-by-case judicial decision as to 
which drugs are “dangerous” and which 
drugs are not. No one suggested that 
that proposal would have required the 
courts to exercise a “nonjudicial” func- 
tion. 


The need for trial de novo is em- 
phasized by the narrowness of review 
of administrative proceedings by the 
appellate courts. In an increasing num- 
ber of cases the courts are declaring 
their impotence to review the findings 
of fact. 
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Particularly is this true where the 
administrative decision is of a quasi- 
judicial nature, as in the instances of 
appeals from the Federal Trade Com- 
mission, which is a fact-finding body. 
The courts have repeatedly held that 
they are bound by the Federal Trade 
Commission's judgment as to the quality 
and sufficiency of evidence. Such evi- 
dence may consist of biased testimony 
—Segal v. Federal Trade Commission 
(142 Fed. (2d) 255); incompetent evi- 
dence—Bene v. Federal Trade Comanis- 
sion (299 Fed. 468); and the testimony 
of selected experts—E. Griffith Hughes, 
Inc. v. Federal Trade Commission (77 
Fed. (2d) 886). In the Segal case the 
court observed that a part of the testi- 
mony was “obviously biased” and said: 

Even so, if the Commission wished 
to rely upon such testimony, we may 
not intervene, whatever might be our 
indisposition to accept what he said. 


The courts refuse on appeal to weigh 
the evidence. They hold that they are 
bound by the Commission’s findings, if 
supported by evidence, despite the fact 
that the weight may be to the contrary. 
Thus, they need read only the Com- 
mission’s side of the case and if there 
is evidence to support the findings, the 
record to the contrary may be ignored. 


The principles of a trial de novo are 
outlined in my opinion, by Chief Justice 
D, Lawrence Groner of the Circuit 
Court of Appeals for the District of 
Columbia in a letter to the Attorney 
General—report of the Committee on 
Administrative Procedure, Seventy-ninth 
Congress, page 248: 

The correct decision of this question 
is one of immense importance. It should, 
in my opinion, be considered by Con- 
gress in the light of the real and true 
purposes which the founders of our 
Government sought to achieve for them- 
selves and their posterity. 
free action, free enterprise, free com- 
petition. They believed that equal 
justice between man and man and be- 
tween citizen and state was one of the 
impartial rewards which encouraged to 


These were 
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efforts that produced great and lasting 
results. Therefore, they made no pro- 
vision for exemptions from legal duty. 
What they did provide for was that 
there should be no oppression, no ex- 
action by tyranny, no spoliation of 
private right by public authority, and 
that there should be a fair, honest, ef- 
fective government to maintain the things 
which were thought to be the preroga- 
tives of every individual man. 


As in the case of the Federal Trade 
Commission, the Federal Security Ad- 
ministrator is not only a regulator but 
he will adjudicate issues of fact between 
the Government and the citizen as a 
judicial tribunal. The Administrator, 
under this bill, will be asked to deter- 
mine the question of fact of some 30,000 
drug items— 


because of its toxicity or other poten- 
tiality for harmful effect, or the method 
of its use, or the collateral measures 
necesSary to its use * * * (determined) 
* * * on the basis of opinions generally 
held among experts qualified * * * to 
evaluate the safety and efficacy of such 
drug * * * to be safe and efficacious for 
use only after professional diagnosis by, 
or under the supervision of, a practi- 
tioner licensed by law to administer such 
drug. 


In the light of the above-quoted sec- 
tion of this bill, the Administrator will 
be called upon to make decisions of 
fact “on the basis of opinions generally 
held among experts qualified.” It may 
be upon the decision of one expert who 
is opposed by many experts, upon testi- 
mony which may be biased or unbiased; 
and yet, under existing decisions, even 
if the Administrator made his decision 
on testimony which was obviously biased, 
that decision of the Administrator, for 
all practical purposes, would be final 
without a trial de novo. 


In the light of the Supreme Court 
decisions and the sweeping scope of 
the powers granted the governmental 
administrative agency, unless there is 
to be complete administrative absolutism, 
it is obvious that both the Government 
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and the individual should have a “day 
in court.” 
JosepH P. O'Hara. 


Text of Bill as Passed by House.— 
82p CONGRESS, Ist Session 


H. R. 3298 


IN THE SENATE OF THE 
UNITED STATES 
Aucust 2 (legislative day, 
Avucust 1), 1951 


Read twice and referred to the Com- 
mittee on Labor and Public Welfare 


AN ACT 


To amend section 503 (b) of the 
Federal Food, Drug, and Cosmetic Act. 


Be it enacted by the Senate and House 
of Representatives of the United States of 
America in Congress assembled, That sub- 
section (b) of section 503 of the Fed- 
eral Food, Drug, and Cosmetic Act, as 
amended, is amended to read as follows: 


“(b) (1) A drug intended for use by 
man which— 


“(A) is a habit-forming drug to which 
section 502 (d) applies; or 


“(B) because of its toxicity or other 
potentiality for harmful effect, or the 
method of its use, or the collateral 
measures necessary to its use, is not 
safe for use except under the supervi- 
sion of a practioner [sic] licensed by 
law to administer such drug; or 


“(C) is limited by an effective appli- 
cation under section 505 to use under 
the professional supervision of a practi- 
tioner licensed by law to administer 
such drug, 


shall be dispensed only (i) upon a 
written prescription of a practitioner 
licensed by law to administer such drug, 
or (ii) upon an oral prescription of 
such practitioner which is reduced 
promptly to writing and filed by the 
pharmacist, or (iii) by refilling any such 
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written or oral prescription if such re- 
filling is authorized by the prescriber 
either in the original prescription or by 
oral order which is reduced promptly 
to writing and filed by the pharmacist. 
The act of dispensing a drug contrary 
to the provisions of this paragraph shall 
be deemed to be an act which results 
in the drug being misbranded while 
held for sale. 

“(2) Any drug dispensed by filling or 
refilling a written or oral prescription of 
a practitioner licensed by law to ad- 
minister such drug shall be exempt from 
the requirements of section 502, except 
paragraphs (a), (i) (2) and (3), (k), 
and (1), and the packaging require- 
ments of paragraphs (g) and (h), if the 
drug bears a label containing the name 
and address of the dispenser, the serial 
number and date of the prescription or 
of its filling, the name of the prescriber, 
and, if stated in the prescription, the 
name of the patient, and the directions 
for use and cautionary statements, if 
any, contained in such prescription. This 
exemption shall not apply to any drug 
dispensed in the course of the conduct 
of a business of dispensing drugs pur- 
suant to diagnosis by mail or otherwise 
without examination of the patient or 
to a drug dispensed in violation of prara- 
graph (1) of this subsection. 

“(3) The Administrator may by regu- 
lation remove drugs subject to section 
502 (d) and section 505 from the re- 
quirements of paragraph (1) of this 
subsection when such requirements are 
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not necessary for the protection of the 
public health. 

“(4) A drug which is subject to para- 
graph (1) of this subsection shall be 
deemed to be misbranded if at any 
time prior to dispensing its label fails to 
bear the statement ‘Caution: Federal 
law prohibits dispensing without pre- 
scription’. A drug to which paragraph 
(1) of this subsection does not apply 
shall be deemed to be misbranded if 
at any time prior to dispensing its label 
bears the caution statement quoted in 
the preceding sentence or any other 
statement which represents or implies 
that the dispensing of the drug with- 
out the prescription of a licensed practi- 
tioner is prohibited. 

“(5) Nothing in this subsection shall 
be construed to relieve any person from 
any requirement prescribed by or under 
authority of law with respect to drugs 
now included or which may hereafter be 
included within the classifications stated 
in section 3220 of the Internal Revenue 
Code (26 U. S. C. 3220), or to marihuana 
as defined in section 3238 (b) of the 
Internal Revenue Code (26 U. S. C. 
3238 (b)).” 

2. The provisions of this Act 
shall take effect six months after the 
date of its enactment. 


Sec. 


Passed the House of Representatives 
August 1, 1951. 
Attest: 
RAvpPH R. Roperts, 
Clerk 








In the State Legislatures 


“Prescription” Defined.—California’s 
basic food and drug law has been 
amended to add a section defining “pre- 
scription.” The new section (26211.5) 
reads as follows: 

“*Prescription’ means an order given 
individually for the person for whom 
prescribed, directly from the prescriber 
to the furnisher or indirectly by means 


of an order signed by the prescriber 
and shall bear the name and address 
of the prescriber, his license classifica- 
tion, the name and address of the patient, 
name and quantity of drug or drugs 
prescribed, directions for use and the 
date of issue.” 

The definition was added on July 19, 


1951. 
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Prohibition of Advertisement.—Also 
added on July 19 was California’s Sec- 
tion 26286.5, prohibiting the advertise- 
ment of a drug or device as a cure for 
certain diseases. A _ similarly worded 
section was thereupon repealed. 


New Labeling Requirement. — The 
section of California’s state law relating 
to the exemption of drugs sold on pre- 
scription from the provisions concern- 
ing adulteration has been amended by 
addition of the requirements that the 
label bear the name of the person for 
whom the drug is prescribed and direc- 
tions for its use as prescribed. This 
section was amended on July 19. 


Recommendation or Endorsement.— 
The basic food and drug law of Con- 
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necticut was amended on July 9 to 
add a requirement that permission be 
obtained from a governmental agency 
—state or federal—before a label may 
state a product is endorsed or recom- 
mended by the agency, either by direct 
or indirect implication. This law has 
been revised to conform to the General 
Statutes of Connecticut, 1949 Revision. 


More Horsemeat Restrictions.—Ili- 
nois has enacted a new act pertaining 
to the slaughtering and butchering of 
horsemeat (H. B. 193), approved and 
effective July 12, 1951. Oklahoma’s 
new law (S. B. 280), approved and 
effective May 26, 1951, makes it unlaw- 
ful to sell, offer, or exhibit for sale, 
or to possess with intent to sell horse- 
meat for human consumption. 








In the Food and Drug 


Testosterone and Estrogen Hor- 
mones.—Persons possessing sex hor- 
mones have been warned by the Food 
and Drug Administration that use 
without medical supervision may cause 
irreparable injury. Men, in particular, 
are warned against use of tablets of the 
male sex hormone testosterone which 
have been distributed by two Los 
Angeles mail-order concerns, together 
with directions for self-administration. 


According to Dr. Erwin E. Nelson, 
Medical Director of the FDA, among 
the potential dangers from the misuse 
of testosterone are sterility and the 
stimulation of growth of dormant can- 
cer cells present in the prostate glands 
of many men. Dr. Nelson also pointed 
out that unsupervised use of female sex 
hormones (estrogens) may result in 
serious injury to the reproductive 
organs of women. 


The warning followed a federal court 
ban against unrestricted interstate ship- 
ment and sale of sex hormones by Vita 
Pharmacals, Inc. (El-O-Pathic Phar- 
macy) and the Maywood Pharmacal 
Company (Hudson Products Company) 





Administration 


of Los Angeles of sex hormones which 
did not bear a label stating that the 
drugs be dispensed only on the pre- 
scription of a physician. 


“Drug on the Market.”—The third 
program in a special radio series under 
the title “For You and Yours,” initi- 
ated by the National Broadcasting 
Company on Saturday, July 21, was 
presented on Saturday, August 11, over 
the NBC network, from 7:30 to 8:00 
p. m., Eastern Daylight Time. The 
series is being presented with the co- 
operation of the Federal Security 
Agency as a sequence of dramatic 
reports to the American people on their 
health, education and security. 


“Drug on the Market,” as the third 
program was titled, presented a case 
from the FDA files. In the case, an 
Administration inspector apprehended 
a promoter of a poisonous drug product 
who posed as a selling agent for a 
pharmaceutical company of good re- 
pute. The incident took place in the 
Seattle District of the FDA, with the 
Washington headquarters joining in 
laboratory analysis of the product and 
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in warning members of the medical 
profession of the existence of the toxic 
drug. 


Convictions and Seizures Reports.— 
During the month of June, according to 
a recent FDA release, the Administra- 
tion reported 21 convictions, in the 
federal courts, for various violations of 
the Federal Food, Drug, and Cosmetic 
Act. Listed among the June convic- 
tions are the following: 

Richmond Baking Company, Rich- 
mond, Indiana; Pfaff Baking Company 
and George E. Mendon, Mason City, 
lowa; Central Pop Corn Company, 
Schaller, Iowa; M. J. Holloway & Com- 
pany, Chicago, Illinois; E. W. Mc- 
Donell, Inc. and Louis V. Arrico, Cin- 
cinnati, Ohio; Ray Umland, trading as 
Cissna Park Cheese Company, Cissna 
Park, Illinois; Bart Peluso, trading as 
Bart Peluso Cheese Manufacturing 
Company, Potter Brook, Pennsylvania; 
Ovson Egg Company and Eugene P. 
Ovson, Kansas City, Kansas; Lancas- 
ter Seafoods, Inc. and John Curlett, 
Jr., Morattico, Virginia; Roy Allen, 
trading as G. M. Allen & Son, North 
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Sedgwick, Maine; Tend-R-Turk, Inc. 
and Charles E. Rognmoe, Fort Dodge, 
Iowa; Joe Sheehan, trading as Sheehan 
Produce, La Mars, Iowa; Farmers 
Produce, Inc., Cambridge, Minnesota; 
Howard S. Waymire, trading as New 
Madison Canning Company, New 
Madison, Ohio; Consolidated Grocers 
Corporation, trading as Marshall Can- 
ning Company, Sugarland, Texas; 
Seaver Valley Creameries, Inc. and 
Elmer R. Schultz, Wishek, North 
Dakota; Abraham S. Brown, trading as 
Cumberland Drug, Boston, Massa- 
chusetts; Corner Drug Company, Inc., 
trading as Donovan Drug Company, 
and Charles E. Donovan, Boston, 
Massachusetts; Linus D. Drury Cor- 
poration, trading as Drury’s Pharmacy, 
and Ralph E. Anderson, Boston, 
Massachusetts; Renton Ten Cent Drug, 
Renton, Washington; and Hopkins & 
Hopkins Pharmaceutical Company and 
Michael P. Hopkins, Philadelphia, 
Pennsylvania. 

Also reported by the Administration 
was the total number of seizures dur- 
ing the month of June—118. 





In the Federal Trade Commission 


Ovaltine—Under the terms of an 
initial decision of a Commission trial 
examiner, the Wander Company, Chi- 
cago, would be required to stop misrep- 
resenting the therapeutic properties of 
Ovaltine, a food preparation. The initial 
decision would prohibit the company 
from advertising that the use of Oval- 
tine by those who are under par, run- 
down, thin, weak, exhausted, pale, 
listless, tired, fatigued, nervous, under- 
weight or lacking in energy or strength, 
or whose appetites are impaired will 
correct such conditions or other symp- 
toms of nutritional deficiences unless 
such claims are limited to those cases in 
which the conditions are due to the 
milder forms of nutritional deficiencies, 
where the prolonged and continued use 


of the preparation as a food supplement 
in the quantities recommended may 
tend to overcome them. 

The provisional order would ban the 
company from representing that “Oval- 
tine will correct clear-cut deficiency 
disease states such as, but not limited 
to, beri-beri, pellagra or scurvy.” It 
would prohibit the company from ad- 
vertising that three out of four, or any 
other specified portion, of the people 
are so deficient in vitamins and minerals 
as to require food supplements like 
Ovaltine, unless such statistics accurately 
reflect statements in current documents 
issued by agencies of the United States 
Government. The duties of such agen- 
cies include nutritional studies and sur- 
veys bearing upon the prevalence among 
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the people of symptoms arising from 
mineral or vitamin deficiency. 


Additional claims which would be 
prohibited are that Ovaltine will have 
any effect in avoiding colds or sore 
throat or exert any influence upon the 
severity or duration of the common cold 
or its accompanying sore throat or that, 
by taking Ovaltine before retiring, one 
can be assured of feeling fresh, vigorous, 
vital or buoyant the next morning. 
Still other banned representations are 
that Ovaltine will have any effect upon 
the eyesight in excess of preventing 
night blindness resulting from vitamin 
A deficiency, or preventing narrowing 
of the field of vision resulting from 
vitamin A deficiency; that the health 
of an individual who consumes a well- 
planned or well-balanced diet requires 
additional vitamins or minerals, such as 
may be found in Ovaltine, or any other 
food supplement; or that Ovaltine added 
to such a diet will assist in providing or 
developing endurance, strength, stamina, 
energy or muscles, or act as an all-round 
strengthening food. FTC Dkt. 5316, 
released July 18, 1951. 


Blemishes May Disappear. — Con- 
forming to a decree of the United 
States Court of Appeals for the Seventh 
Circuit (Chicago), the Commission has 
modified an order directed against mis- 
representation of Kleerex, a_ skin 
preparation. 

As modified, the order directs Jessie 
D. Folds and Jessie May Folds, trad- 
ing as Kleerex Company, Chicago, to 
discontinue advertising that the ap- 
plication of Kleerex will cause pimples 
to disappear overnight or that the user 
will have a clear complexion the day 
following its use at night. 


FOOD DRUG COSMETIC LAW JOURNAL—AUGUsT, 1951 


The original order prohibited the re- 
spondents from representing that the 
preparation will cause pimples to dis- 
appear or constitutes an effective remedy 
for pimples. FTC Dkt. 5332, released 
July 25, 1951. 

Unsafe for Rats.—John Opitz, Inc., 
Long Island City, New York, has en- 
tered into a stipulation with the Com- 
mission to refrain from claiming that 
the product J-O Paste affords com- 
plete control of roach or rat infestations. 


The company further agrees to stop 
representing that the product is the 
most effective poison for rats or roaches; 
that it contains the most toxic chemical 
used in pest extermination; that it will 
rid premises of rats; and that rats 
consuming the product will leave the 
premises to die. 

Unqualified claims that the prepara- 
tion is safe are also to be discontinued 
under the terms of the stipulation. 
The agreement, however, does not 
prevent representations that it is safe 
unless taken internally by humans or 
domestic animals. FTC Stipulation 
8142, released June 14, 1951. 


Meaty Claims Without Meat.—A. K. 
Zinn & Company, trading as Peerless 
Dog Food Company, Battle Creek, 
Michigan, has agreed to stop repre- 
senting that the dry dog foods it sells 
contain meat. 

By the terms of the stipulation ap- 
proved by the Commission, there will 
also be a discontinuance of claims that 
Peerless Charcoal Biscuit acts as a 
general conditioner, corrects stomach 
disorders or tends to correct bad 
breath or indigestion. FTC Stipula- 
tion 8140, released June 13, 1951. 








In the Courts 


Listerine After Liquor.—A distribu- 
tor of pharmaceutical and toilet prepa- 
rations cannot maintain an action to 


restrain a retailer, who issues trading 
stamps on the sale of such preparations, 
from selling at less than the minimum 
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resale prices established by the dis- 
tributor under fair-trade contracts signed 
in a particular state if such retailer has 
not signed a fair-trade contract and if 
the distributor’s sales affect interstate 
commerce. Lambert Pharmacal Com- 
pany v. Roberts Brothers, CCH Traber 
REGULATION Reports {62,897 (Ore. 
S. Ct., opinion on rehearing, June 


27, 1951). 


The case had been submitted to the 
Oregon Supreme Court last February, 
but the court ordered a reargument 
after the Schwegmann decision was 
handed down on May 21, this despite 
the plaintiff's contention that the effect 
of the Schwegmann decision was not an 
issue before the court because it was 
not one of the issues upon which the case 
was tried and decided in the court below. 


An interesting though lengthy por- 
tion of the opinion set out the business 
background of the case in some detail: 


“Plaintiff [Lambert Pharmacal Com- 


pany] is a Delaware corporation with a 
principal office in Wilmington and an 
office and place of business in St. Louis, 


Missouri. It is engaged in the business 
of selling and distributing in commerce 
certain pharmaceutical and toilet prepara- 
tions bearing the trade name ‘Listerine’. 
Its commodities are sold by retailers 
in large quantities in the United States 
and in the state of Oregon, the average 
of its annual sales throughout the 
United States being 12 or 13 million 
dollars. Its sales in Oregon represent 
a sizeable and substantial sum. During 
the 10 years immediately preceding the 
filing of the complaint plaintiff ex- 
pended some millions of dollars in ad- 
vertising its products to the distributing 
trade and the consuming public through 
magazines, newspapers and other sources. 
It has created and developed a nation- 
wide good will and demand for its 
products bearing the name ‘Listerine’. 
Pursuant to an act of Congress passed 
August 17, 1937 (the Miller-Tydings 
Amendment) and in conformity with 
the Oregon Fair Trade Act, it entered 
into contracts with a large number of 
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store owners and retailers doing busi- 
ness in the state of Oregon in order 
to protect its good will against price- 
cutting in the sale of its products. 
These contracts became effective at 
plaintiff's place of business in St. Louis, 
Missouri. They are resale price main- 
tenance agreements. Plaintiff gave notice 
of the minimum prices fixed in these 
agreements to the trade generally by 
mail, including the defendant. 


“The evidence demonstrates that not 
not only the general business but the 
price maintenance arrangement of the 
plaintiff is nationwide in scope. A con- 
cession in plaintiff’s brief makes certain 
what could be implied from the com- 
plaint and some of the evidence, namely, 
that the plaintiff ‘ships supplies of its 
products from its manufacturing plant 
in St. Louis’. It has been the plain- 
tiff’s policy ever since the first Fair 
Trade acts were passed to be under 
Fair Trade Contracts. 

“This policy was evidently adopted 
because, as Mr. Hal Starrett, plaintiff's 
assistant general sales manager assigned 
to the Pacific Coast, testified, its busi- 
ness was nearly ruined by price-cutting 
in the twenties and thirties, and it was 
only when it was able to stabilize the 
price of its products that this situation 
was improved. When a change in price 
is made three signed contracts are ob- 
tained in every state in the United 
States and every retail druggists asso- 
ciation in the United States is notified. 
A list of changes in price is kept in 
the St. Louis office. When one such 
price change was made it was publicized 
to the trade generally in the plaintiff's 
advertising. A price for a 
combination of a Prophylactic tooth 
brush and a tube of Listerine tooth 
paste was agreed upon at a conference 
in New York between plaintiff's sales 
manager and the sales manager of 
the Prophylactic Brush Company, and 
notice given to the trade in national 
magazines. Trade circulars emanating 
from St. Louis are in the record giving 
information about minimum prices and 


national 
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the policy of the plaintiff to enforce 
compliance by dealers with the Fair 
Trade Act. Mr. Starrett had had ex- 
perience in California and the Detroit- 
Cleveland area with price-cutting. His 
attention was called to the defendant’s 
practice of giving trading stamps with 
sales of plaintiff's products by the Sec- 
retary of the Portland Retail Druggists 
Association; he reported it to the plain- 
tiff’s St. Louis office; subsequently the 
New York attorneys of the plaintiff 
wrote defendant advising it that unless 
it complied with the Oregon Fair Trade 
Act plaintiff would institute proceed- 
ings; Mr. Starrett wrote defendant a 
letter of like import from St. Louis. 
Most of plaintiff’s selling to retailers 
is done through wholesale druggists or 
other distributors.” 

Plaintiff in its brief enumerated a 
long list of facts to show that it was 
engaged in Oregon in the intrastate 
sale of its products. Included among 
these were that all shipments into 
Oregon were made to a warehouse, 
title and risk of loss remaining in the 
plaintiff, that such shipments were not 
made in response to the orders of any 
particular customers or to fulfill pre- 
existing contracts, but rather to main- 
tain warehouse stocks at a given level, 
and that all Oregon orders for plain- 
tiff’s products were received, accepted 
and filled in Oregon alone. 


Even if these matters were in the 
record, the court said, it would make 
no difference in the decision. “For the 
fact, if it be such, that some part of 
the plaintiff's business is transacted 
locally, does not in the slightest degree 
lessen the effect of its nation-wide 
price-fixing program, initiated in Mis- 
souri and carried through in part in 
New York, upon the interstate com- 
merce in which it is engaged on a 
large scale.” 


The court refused to modify the 
decree of the lower court by confining 
its operation to intrastate commerce. 
“The plaintiff's price resale maintenance 
activities are illegal per se.” 
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Don’t Do It Again!—An alleged con- 
spiracy to fix the wholesale and retail 
price of bread has been enjoined by a 
consent decree, imposing fines against 
certain of the defendants, entered into 
by the State of Wisconsin and the 
defendants. 

The action was prosecuted under the 
Wisconsin statute pertaining to trusts 
and monopolies—CCH Trape REGULA- 
TION SERVICE § 8952 and following; 
Chapter 133, Wisconsin Statutes 1941 
as amended. Those defendants required 
to testify at the antitrust inquiry and 
claiming immunity from penalty and 
forfeiture pursuant to the antitrust act 
were not fined. They were subjected 
to the injunction, however, in accord- 
ance with an earlier decision on a mo- 
tion to dismiss, in which the court held 
that the immunity provisions of the 
Wisconsin statute did not immunize 
them from being subjected to an in- 
junction. Wisconsin v. Dick Brothers 
Bakery, CCH Trape ReGuLATION ReE- 
PoRTS 62,489 (Wis. Cir. Ct., 1950). 
The consent decree and the judgment 
imposing fines were entered without 
opinion on July 16, 1951. 


FTC’s Opinion Counts.—A _ tempo- 
rary injunction against false advertis- 
ing will issue when the Federal Trade 
Commission has “a justifiable basis for 
believing, derived from reasonable in- 
quiry or other credible information, 
that such a state of facts probably 
existed as reasonably would lead the 
Commission to believe that the defend- 
ants were engaged in the dissemination 
of false advertisements of a drug in 
violation of the [Federal Trade Com- 
mission] Act.” So held the United 
States Court of Appeals for the Seventh 
Circuit last July 5. FTC wv. Rhodes 
Pharmacal Company, Inc., et al., CCH 
TRADE REGULATION Reports {f 62,894 
(CA-7, July 5, 1951). 

The case involved an appeal of the 
Commission from the district court’s 
dismissal of its action to restrain the 


defendants from further dissemination, 


of allegedly false advertising in connec- 
tion with their proprietary drug, Imdrin. 
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The complaint alleged that the inter- 
state advertising was false and mis- 
leading in that Imdrin was represented 
as a remarkable, amazing, sensational 
new discovery of scientific research; as 
an adequate, effective and reliable treat- 
ment for all kinds of arthritis and 
rheumatism, which would arrest the 
progress of, correct the underlying 
causes of, and cure all kinds of ar- 
thritis and rheumatism, and which would 
afford complete and immediate relief 
from the aches, pains and discomforts 
thereof. 

The complaint further alleged that 
none of these things were true, that 
any effect of Imdrin when used by one 
suffering from any of the ailments men- 
tioned is due solely to the acetylsalicylic 
acid (commonly known as aspirin) and 
the manganese silicylate content in the 
preparation; that there are many cases 
of arthritis which may be cured com- 
pletely if proper diagnosis and adequate 
treatment are received promptly; that 
the further dissemination of such false 
advertisements might cause immediate 
and irreparable injury to the public 
in that persons thereby induced to pur- 
chase Imdrin might delay proper treat- 
ments, and thereby suffer permanent 
and irreparable crippling; that various 
unavoidable delays in the proceedings 
before the Commission had been en- 
countered, and that until a cease and 
desist order issued by the Commission 
should become final, the dissemination 
of defendants’ false advertising could 
be halted only by the granting of a 
temporary injunction. 

There was conflicting medical testi- 
mony by affidavits, and the trial court 
held that “Where the equities of the 
complaint are fully and explicitly met 
by denial under oath, a preliminary in- 
junction will not be granted.” 


This may be the rule in private dis- 
putes, the court said, but here the pub- 
lic interest is involved. Under the cir- 
cumstances, the district court was not 
required to find the charges made to be 
true, but to find reasonable cause to 
believe them to be true. 
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Judge Major dissented. Pointing out 
that the complaint was not filed until 
almost two years after the proceeding 
was instituted before the Commission 
and that, if diligently prosecuted, the 
case would be concluded within six 
weeks, he said that “the court had a 
right to take into consideration that 
admittedly the involved product had no 
harmful or deleterious effect on those 
who used it.” 


Two Discriminations May Make a 
Justification.—A participant in an illegal 
boycott may maintain an action for 
treble damages against a competitor 
who cuts prices with the purpose of 
destroying competition and obtaining a 
monopoly. But the defendant may show 
his price-cutting to have been justified 
by proving that his intent was to break 
the boycott confronting him. 

This is the gist of the opinions in 
the case of Moore, d.b.a. Moore’s Bakery 
vw. Mead Service Company, CCH Trape 
REGULATION Reports § 62,876 (CA-10, 
June 26, 1951), after the case had been 
remanded from the Supreme Court of 
the United States. 


The plaintiff, Moore, operated the 
only bakery in Santa Rosa, New Mexico. 
At the same time, Mead’s Fine Bread 
Company had a similar business in 
Clovis, New Mexico, and was selling 
its product in Santa Rosa in competi- 
tion with Moore and through substan- 
tially the same outlets. By selling its 
product through other outlets across 
the state line in Texas, Mead was en- 
gaged in interstate commerce. In order 
to retain Moore’s Bakery in Santa 
Rosa, with the consent and acceptance 
of Moore, a group of business men 
there obtained the written assurance 
from all of the retail outlets, except 
one, that they would not purchase bread 
from anyone except Moore. Thereupon 
Mead reduced the price of a one-pound 
loaf of white bread from 14 cents to 
seven cents and a one and one-half 
pound loaf from 21 cents to 11 cents, 
which was substantially below cost. As 
a result of this reduction, most of the 
retailers continued the sale of Mead’s 
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bread. Mead did not reduce the price 
of its product at any place except Santa 
Rosa, and maintained these prices until 
after this action was brought. 


The court held that “A price dis- 
crimination having been shown, it then, 
under the statute, becomes a question 
of fact as to whether ‘the effect of such 
discrimination may be to substantially 
lessen competition or tend to create a 
monopoly in any line of commerce or 
to injure, destroy or prevent competi- 
tion with any person who either grants 
or knowingly receives benefit of such 
discrimination or with the customers of 
either of them.’ 15 USCA 13 (a).” 

Chief Judge Phillips, in a special con- 
curring opinion, said: 

“Mead met the boycottt confronting 
it in the only effective way it could. 
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I think Mead should be permitted to 
justify by showing it reduced its price 
in good faith solely to break the boy- 
cott and not to destroy competition or 
to create a monopoly. Of course, if 
Mead carried its price cutting to a 
degree that would destroy competition 
and obtained a monopoly by it, or if it 
cut the price of bread with an intent 
and purpose so to do, it would not be 
justified. 

“If we deny Mead the right to justify 
in this case by showing it acted in good 
faith, solely to break a boycott, the 
statute, instead of fostering competition 
and preventing monopoly, will become 
an instrument to destroy competition 
and foster monopoly. Such, in my 
opinion, was not the intent and purpose 
of Congress.” 








Books 


The “Effects of’’ Series 


Effects of Taxation on Corporate Mer- 
gers. J. Keith Butters, John Lintner and 
William L. Cary. Harvard Business 
School, Soldiers Field, Boston 63, Massa- 
chusetts. 1951. 364 pages. $4.25. 


Effects of Taxation on Executive Com- 
pensation and Retirement Plans. Challis 
A. Hall, Jr. Harvard Business School, 
Soldiers Field, Boston 63, Massa- 
chusetts. 1951. 365 pages. $4.25. 


Effects of Taxation on Executives. 
Thomas H. Sanders. Harvard Business 
School, Soldiers Field, Boston 63, Massa- 
chusetts. 1951. 229 pages. $3.25. 


These books are the second, third and 
fourth, respectively, in a series resulting 
from the research program conducted 
through the Harvard Graduate School of 
Business Administration, financed by a 
grant from the Merrill Foundation for 
Advancement of Financial Knowledge. 


Effects of Taxation on Corporate Mer- 
gers deals with a provocative subject. 
In fact, few subjects in the area of pub- 


lic policy have been the source of more 
heated debate than the business merger 
and its effect on the degree of industrial 
concentration in the American economy. 
In addition to the question of industrial 
concentration, the effects of taxes on 
the sale of profitable, closely held com- 
panies are important in their own right. 
Growing small and medium-size com- 
panies, most of which are closely held, 
play a very important role in our eco- 
nomy. The continued formation, growth 
and continuity of existence of small, 
independent enterprises is generally 
recognized to be essential to the mainte- 
nance of a healthy industrial competi- 
tive structure—some would even say to 
the continued preservation of political 
stability and personal freedom. 

The objective of this study is to pro- 
vide an appraisal of the effects of fed- 
eral taxation on merger activity and on 
the continued existence of our inde- 
pendently owned small and medium- 
sized companies as competitive entities. 

The authors’ findings, viewed in the 
broadest possible perspective, are: 
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1. Taxes have been a highly signifi- 
cant motivation in the scale of a con- 
siderable number of closely held com- 
panies, but the role of taxes in this 
respect has been much more limited in 
scope than has frequently been claimed. 
Furthermore, one of the most import- 
ant tax motivations for the sale of 
closely held companies during the 1940's, 
because of a relief provision enacted in 
1950, will be considerably more _ re- 
stricted in its future effects. 


2. The impact of the recent merger 
movement on the competitive structure 
of the economy has also been consider- 
ably more restricted than has been gen- 
erally presumed. It is not at all clear 
that on balance the mergers which have 
occurred since 1940 have weakened the 
over-all competitive structure of the 
economy to any serious degree, though 
they clearly have reduced to some ex- 
tent the number of independent “centers 
of initiative” in the economy. 


ROFESSOR Hall has first under- 

taken to examine executive compen- 
sation to determine and explain relative 
growth and importance to corporations 
and executives. 

Corporate compensation and retire- 
ment plans may be extremely compli- 
cated, and there are many possible com- 
binations of the various relevant terms 
and conditions. Hall’s book deals with 
a complex and diversified set of facts. 
For those not familiar with the subject, 
the number of significant distinctions to 
be drawn will come as a surprise—per- 
haps an unpleasant one. Much of the 
detail in this book, as in others of this 
series, is only for specialists in the area. 
But an awareness of the variety of 
arrangements which are available, and 
of the significance of seemingly trivial 
conditions, is important for executives 
who may be responsible for establishing 
or modifying compensation and retire- 
ment plans. It is equally important for 
outside observers who may be inclined 
to make sweeping and indiscriminate 
generalizations about payments to ex- 
ecutives. 
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ROFESSOR Sanders finds that ex- 

ecutives are currently working as 
hard as ever, but this finding by no 
means answers the question as to the 
alternate effects of executives’ reactions 
to taxes on the total economy. 


Two classes of executives are consid- 
ered: first, those who are professional 
employees of the larger corporations, 
whose compensation is predominantly 
in the form of salary and who, for the 
most part, are supervised by superior 
officers; and, second, those executives 
who are owner-managers and whose 
positions or stock ownership place them 
beyond the threat of being disciplined 
by a superior officer. The few observed 
cases in which executives did relax be- 
cause of taxes fell into this group. 
However, here also, in general, taxes 
do not interfere with turning in a good 
job. 


The author found a disposition among 
scores who discussed the subject of re- 
tirement to believe that on balance more 
men work longer, rather than less long, 
because of taxation. The all-pervasive 
influence of taxes is generally regarded 
as a fact, though other motivations fre- 
quently mingle with them, to augment 
or soften their effects. 


Individual chapters are concerned 
with direct compensation, stock options 
and purchase plans, expense allowances, 
and executive retirement and pension 
plans. The influence of high tax levels 
upon executive compensation is insepa- 
rable, the author believes, from the in- 
fluence of the rise in price levels, with 
which it has largely been concomitant. 


Recommendations 
for Business Legislation 


Monopoly and Free Enterprise. George 
W. Stocking and Myron W. Watkins. 
Twentieth Century Fund, 330 West 
42nd Street, New York 18, New York. 
1951. 596 pages. $4. 

The Twentieth Century Fund study 


of Monopoly and Free Enterprise includes 
both a special report of the Fund Com- 
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mittee on Cartels and Monopoly and a 
research report authored by George W. 
Stocking, professor of economics at 
Vanderbilt University, and Myron W. 
Watkins, economic consultant. 

Stocking and Watkins, codirectors of 
the research for the survey, provide 
some figures on how extensive indus- 
trial concentration is in the United 
States. “On the eve of World War 
II in each of seven industries, one 
corporation controlled the entire domes- 
tic output; in five others, one company 
accounted for from 60 to 95 per cent; 
in twelve others, two companies ac- 
counted for from 62 to 100 per cent.” 
According to the authors the industries 
in which four or less producers con- 
trolled 75 to 100 per cent of production, 
as measured by value, produced one 
third of all manufactured products by 
value. 

The members of the Fund’s Commit- 
tee on Cartels and Monopoly do not 
believe that the problem of concentra- 
tion can be solved by putting fixed 
limits on the size of business firms. Such 
limits, they say, would be hard to define 
and would reduce all incentive to in- 
dustrial progress. 
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The present antitrust laws are in most 
respects entirely adequate to prevent 
serious monopoly abuses, if the laws 
are properly administered and enforced. 
The antitrust laws are weakened by un- 
necessary exceptions in favor of partic- 
lar groups. To remedy this weakness 
they recommend: 

1. Repeal of the Webb-Pomerene 
Act which grants antitrust exceptions 
to export trade associations. 

2. Repeal of the Miller-Tydings Amend- 
ment to the Sherman Act and the so-called 
state fair-trade laws which discourage 
price competition among retailers. 

3. Amendment of the Robinson-Pat- 
man Act to delete those provisions that 
violate the general principles that price 
differences should not be out of line 
with cost differences. 

4. Amendment of the Sherman Act 
so that labor will have immunity only 
in those markets in which it sells its 
services. 

5. Revision of the agricultural mark- 
eting agreements legislation to provide 
for effective consumer representation 
and to prevent possible abuse by pro- 
ducers, processors and distributors of 
agricultural commodities. 


SCHWEGMANN AND CEILING PRICES—The Schweg- 


mann decision, holding that nonsigners of fair-trade contracts 
could not be forced to abide by the established resale price of 
fair-trade products, has had its effect on ceiling price regu- 
lations. The Office of Price Stabilization has ruled that addi- 
tional facts must be shown when a wholesaler or retailer 
applies for permission to adjust his ceilings on fair-trade prod- 
ucts under Section 2 of OPS Supplementary Regulation 19. 

“Under the terms of the Supreme Court decision, OPS 
officials say an applicant would now have to show: (1) That 
he himself actually signed a fair trade minimum price contract ; 
or (2) That the basic fair trade agreement was entered into 
in intrastate rather than interstate commerce and that the 
state fair trade act involved required non-signers as well as 


signers who had notice to comply.” 


July 12, 1951. 


OPS Release TP-12, 
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Other Helpful, Informative 
CCH Magazines 


TAXES—The Tax Magazine 


This magazine is published to promote sound thought in 
economic, legal, and accounting principles related to all 
federal and state taxation. . . . To this end it contains 
signed articles on tax subjects of current interest, reports 
on pending tax legislation, court decisions and admin- 
istrative rulings relating to tax laws, and other tax in- 
formation, book reviews, etc. . The editorial policy 
is to allow frank discussion of tax issues. Subscription 








Recent Tax Topics: 


Refund suits 


rate—$6 for 12 monthly issues. Write for sample copy. 


In Recent Articles: 


Escalator clauses 
Arbitration 

Secondary boycotts 
Consumers’ price index 
Disafiliation 


Section 45 

Alimony trusts 

Oil and gas lease taxes 
Excess profits tax 
Estate planning 
Voluntary disclosures 
Involuntary conversions 
@ Tax advantages of gifts 
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Labor Law Journal 


Specifically designed and edited to promote sound think- 
ing on labor law problems, the Labor Law Journal presents 
timely articles concerned with the intimate and complex 
relationship of Law, Labor, Government, Management, 
and Union. Each month, the Journal brings you the serious 
thinking, the reasoned conclusions, the viewpoints, and 
attitudes of leaders of thought and action—on significant, 
pivotal labor law problems. Speciaiists in the field treat 
currently troublesome phases of labor law in factual, 
hard-hitting articles. No punches are pulled—nothing is 
‘‘slanted."’ Issued monthly; subscription rate—$6 a year. 











Pension plans 

Contract disputes 
Non-Communist affidavits 
Bargaining in good faith 


Sample copy on request. 


Insurance Law Journal 


Month after month, this helpful magazine presents timely 
articles on pertinent subjects of insurance law, digests of 
recent decisions, comments on pending legislation, rulings 
of state commissioners and attorneys general, and oiher 
features reflecting the changing scene of insurance law. 
The Journal is edited exclusively for insurance law men, 
»y insurance law men. Emphasis is on the insurance law 
tields of Life, Health and Accident, Fire and Casualty, 
utomobile, and Negligence. Issued monthly; subscrip- 
on rate—$10 a year, including a handsome binder for 
ermanent filing of each monthly issue for a year. Send 
or a sample copy. 


All Published by 
COMMERCE. CLEARING. HOUSE, INC. 


PUBLISHERS OF TOPICAL LAW REPORTS 


214 N. MICHIGAN AVE., CHICAGO 1, ILL. 


Vhen requesting sample copies, please address JFV8 








Recent Issues Discussed: 


Dram shop legislation 
Excess liability 
Unlicensed insurers 
Misstatement of age 
Subrogation 
Comparative negligence 
Obligation to defend 
Selling the ageney 
Synchronous death 








